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WHO-PQ RECOMMENDED
PATIENT INFORMATION LEAFLET

This patient information leaflet focuses on uses of the medicine covered by WHQ's Prequalification Team -
Medicines. The recommendations for use are based on WHQO guidelines and on information from stringent
regulatory authorities.”

The medicine may be authorised for additional or different uses by national medicines regulatory authorities.

" https://extranet. who.int/pqweb/sites/default/files/documents/75%20SR A%20clarification Feb2017 newtempl.pdf
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Information for the patient

[TB230 trade name]’
Moxifloxacin (hydrochloride)

Read all of this leaflet carefully before you start taking this medicine because it contains important
information for you.

Keep this leaflet. You may need to read it again.

If you have questions about the medicine, ask your health care provider.

This medicine has been prescribed for you only. Do not pass it on to others. It may harm them, even if
their signs of illness seem to be the same as yours.

If you are concerned about any side effects, talk to your health care provider. This includes unwanted
effects not listed in this leaflet. See section 4.

What is in this leaflet

By L B L B

1.

What [TB230 trade name] is and what it is used for

What you need to know before you take [TB230 trade name]
How to take [TB230 trade name]

Possible side effects

How to store [TB230 trade name]

Contents of the pack and other information

‘What [TB230 trade name] is and what it is used for

[TB230 trade name] contains moxifloxacin as the active ingredient. This belongs to a group of antibiotics
called fluoroquinolones.

[TB230 trade name] is indicated in combination with other antituberculosis agents for the treatment of
tuberculosis.

[TB230 trade name] is only indicated as a second-line antimycobacterial drug when use of first line drugs is
not appropriate due to resistance or intolerance.

To help clear up your TB completely, you must keep taking this medicine for the full time of treatment, even

if you begin to feel better before. This is very important. It is also important that you do not miss any doses.

25

What you need to know before you take [TB230 trade name]

Do not take [TB230 trade name]:

If you are allergic (hypersensitive) to the active ingredient moxifloxacin, to any other quinolone
antibiotics or to any of the other ingredients of [TB230 trade name].
If you have previously had problems with your tendons related to treatment with quinolone antibiotics
(see section “Warnings and precautions’ and section 4, ‘Possible side effects’).
If you were born with or have
* acondition with certain abnormalities in the electrocardiogram (ECG, electrical recording of
the heart), so called QT-prolongation
* asalt imbalance in the blood, especially low concentrations of potassium in the blood
(hypokalaemia)
* avery slow heart rate (bradycardia)

T Trade names are not prequalified by WHO. This is the national medicines regulatory agency’s responsibility.

Page 2 of 12



Moxifloxacin (hydrochloride) 400mg tablets WIHOPAR Part 3 July 2021
(Macleods Pharmaceuticals Ltd) TB230

= aweak heart (heart failure)

+  a history of abnormal heart rhythms (arrhythmias)

»  Severe liver disease or increased liver enzymes (transaminases) higher than 5 times the upper
normal limit.

Warnings and precautions

[TB230 trade name] can change your heart’s ECG, especially if you are female or elderly. If you
experience palpitations or an irregular heartbeat during treatment, you should tell your health care
provider immediately. He/she may wish to perform an ECG to measure your heart rhythm.

+ if you are taking other medicines that result in certain ECG abnormalities (see section “Other
medicines and [TB230 trade name]”) your health care provider may adjust the dose of your
medicine and will closely monitor your heart rhythm and your blood potassium levels. This is
because [TB230 trade name] can cause QT-prolongation, a certain change on the ECG.

» If you are taking any medicine that decreases your blood potassium levels, talk to your health
care provider before taking [TB230 trade name].

The risk of heart problems may increase with higher doses. Therefore, you should keep to the
prescribed dose.

You should not take fluoroquinolone/quinolone antibacterial medicines, including moxifloxacin,

if you have experienced any serious adverse reaction in the past when taking a quinolone or
fluoroquinolone. In this situation, you should inform your health care provider as soon as possible.
If you suffer from epilepsy or a condition which makes you likely to have convulsions, talk to your
health care provider before taking [TB230 trade name]. Quinolone antibiotics, including [TB230 trade
name], may cause convulsions. If this happens, stop taking [TB230 trade name] and contact your
health care provider immediately.

You may experience mental health problems even when taking quinolone antibiotics, including
[TB230 trade name], for the first time. In very rare cases depression or mental health problems have
led to suicidal thoughts and self-endangering behaviour such as suicide attempts (see section
4,‘Possible side effects”). If you develop such reactions, stop taking [TB230 trade name] and inform
your health care provider immediately.

If you have or have ever had any mental health problems, consult your health care provider before
taking [TB230 trade name].

If you suffer from myasthenia gravis (abnormal muscle fatigue leading to weakness and in serious
cases paralysis), taking [TB230 trade name] may worsen the symptoms of your disease. If you think
you are affected, consult your health care provider immediately.

Tell your health care provider:

« If you have been diagnosed with an enlargement or “bulge” of a large blood vessel (aortic
aneurysm or large vessel peripheral aneurysm).

* Ifyou have experienced a previous episode of aortic dissection (a tear in the aorta wall) or
heart valve disease.

« If'you have a family history of aortic aneurysm or aortic dissection, heart valve disease, or other
risk factors or predisposing conditions (e.g. connective tissue disorders such as Marfan
syndrome, or vascular Ehlers-Danlos syndrome, or vascular disorders such as Takayasu arteritis,
giant cell arteritis, Behcet's disease, high blood pressure, rheumatoid arthritis, or known
atherosclerosis).

Sudden, severe pain in your abdomen, chest or back, or developing breathlessness, palpitations
or swelling (fluid build-up) in your belly or legs may be signs of aortic dissection or heart valve
disease. If you get any of these, go immediately to an emergency room.

If you or any member of your family have glucose-6-phosphate dehydrogenase deficiency (G6PD, a
rare hereditary disease), tell your health care provider, who will advise whether
[TB230 trade name] is suitable for you.

There is a small risk that you may experience a severe, sudden allergic reaction (an anaphylactic
reaction/shock) even with the first dose. Symptoms include tightness in the chest, feeling dizzy,
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feeling sick or faint, or dizziness when standing up. If so, stop taking [TB230 trade name] and seek
medical help immediately.
- If you have a liver disease, consult your health care provider before taking [TB230 trade name].

- [TB230 trade name] may cause a rapid and severe inflammation of the liver which could lead to life-
threatening liver failure (including fatal cases, sce section 4,¢ Possible side effects’). If you suddenly
feel unwell and/or are being sick and also have yellowing of the whites of the eyes (jaundice), dark
urine, itching of the skin, a tendency to bleed or liver induced disease of the brain (symptoms of a
reduced liver function or a rapid and severe inflammation of the liver) please contact your health care
provider before taking any more tablets.

- If you develop a skin reaction or blistering / peeling of the skin and/or mucosal reactions (see
section 4, ‘Possible side effects’), contact your health care provider immediately before you continue
treatment.

- Quinolone antibiotics may make your skin become more sensitive to sunlight or UV light. You should
avoid prolonged exposure to sunlight or strong sunlight and should not use a sunbed or any other UV
lamp while taking [TB230 trade name].

- You may rarely experience symptoms of nerve damage (neuropathy) such as pain, burning, tingling,
numbness and/or weakness especially in the feet and legs or hands and arms. If this happens, stop
taking [TB230 trade name] and inform your health care provider immediately in order to prevent the
development of potentially irreversible condition.

- You may develop diarrhoea whilst or after taking antibiotics including [TB230 trade name]. If this
becomes severe or persistent or you notice that your stool contains blood or mucus you should stop
taking [TB230 trade name] immediately and consult your health care provider. In this situation you
should not take medicines that stop or slow down bowel movement.

- Pain and swelling in the joints and inflammation or rupture of tendons may occur rarely. Your risk is
increased if you are elderly (above 60 years of age), have received an organ transplant, have kidney
problems or if you are being treated with corticosteroids. Inflammation and ruptures of tendons may
occur within the first 48 hours of treatment and even up to several months after stopping of
moxifloxacin therapy. At the first sign of pain or inflammation of a tendon (for example in your ankle,
wrist, elbow, shoulder or knee), stop taking [TB230 trade name], contact your health care provider and
rest the painful area. Avoid any unnecessary exercise as this might increase the risk of a tendon
rupture.

- If you are elderly and have kidney problems, make sure that you drink plenty whilst taking [TB230
trade name]. If you get dehydrated, this may increase the risk of kidney failure.

- If you have diabetes, fluoroquinolone antibiotics such as [TB230 trade name] can make it harder to
keep your blood sugar under control. Check your blood sugar regularly and speak to your health care
provider if you get any problems.

- If your eyesight becomes impaired or if your eyes seem to be affected whilst taking [TB230 trade
name], consult an eye specialist.

Prolonged, disabling and potentially irreversible serious side effects

Fluoroquinolone/quinolone antibacterial medicines, including [TB230 trade name], have been associated
with very rare but serious side effects, some of them being long lasting (continuing months or years),
disabling or potentially irreversible. This includes tendon, muscle and Jjoint pain of the upper and lower
limbs, difficulty in walking, abnormal sensations such as pins and needles, tingling, tickling, numbness or
burning (paraesthesia), sensory disorders including impairment of vision, taste and smell, and hearing,
depression, memory impairment, severe fatigue, and severe sleep disorders. If you experience any of these
side effects after taking [TB230 trade name], contact your health care provider immediately prior to
continuing treatment. You and your health care provider will decide on continuing the treatment.

Children and adolescents
In children, [TB230 trade name] may cause damage to the cartilage. Therefore, children should only take
[TB230 trade name] when the health care provider considers the benefit to outweigh the risks.
Other medicines and [TB230 trade name]
Page 4 of 12
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Please tell your health care provider if you are taking, have recently taken or mi ght take any other medicines,
including medicines obtained without a prescription. These may affect the action of
[TB230 trade name] or [TB230 trade name] may affect their action.

You must tell your health care provider if you are taking;

*  Other medicines that can affect your heart rhythm, such as:

- medicines that affect your heart rate or thythm (e.g. quinidine, hydroquinidine,
disopyramide, amiodarone, sotalol, dofetilide, ibutilide),

- medicines used to treat severe mental disorders (e.g. phenothiazines, pimozide,
sertindole, haloperidol, sultopride),

- tricyclic antidepressants (treatments for depression such as amitriptyline, clomipramine,
doxepin, imipramine, nortriptyline),

- other drugs used to treat infections (e.g. sparfloxacin, intravenous erythromycin,
pentamidine, antimalarials, particularly halofantrine),

- some antihistamines (e.g. terfenadine, astemizole, mizolastine),

- other medicines (e.g. cisapride, bepridil).

*  Other medicines that lower your blood potassium levels (e.g. some diuretics [medicines that
make you pass water], some laxatives and enemas [high doses], corticosteroids [anti-
inflammatory drugs], amphotericin B).

* Any medicine containing magnesium or aluminium (such as antacids for indigestion), iron,
zinc or didanosine or any medicine containing sucralfate (to treat stomach disorders) can
reduce the action of [TB230 trade name]. Take your tablet of [TB230 trade name] 6 hours
before or after taking the other medicine.

* Any medicine containing charcoal at the same time as [TB230 trade name]. Charcoal reduces
the action of [TB230 trade name]. It is recommended that these medicines are not used
together.

* If'you are currently taking drugs to thin your blood (oral anticoagulants such as warfarin), it
may be necessary for your health care provider to monitor your blood clotting time.

[TB230 trade name] with food
You can take [TB230 trade name] with food or between meals.

Pregnancy and breast-feeding

If you become pregnant, or are planning to become pregnant, you must contact your health care provider to
discuss the potential benefits and risks of your tuberculosis therapy to you and your child.

Since the safety of taking [TB230 trade name] during pregnancy has not been investigated in humans, you
should avoid becoming pregnant during treatment. You or your partner need to use a reliable form of barrier
contraception (for example, a condom), or oral (pill) or other hormonai contraceptives (for example, implant
or injection).

Since moxifloxacin passes over into the mother’s milk and might hurt the development of your child’s
skeleton, you should not breastfeed while taking [TB230 trade name].

Driving and using machines

[TB230 trade name] may make you feel dizzy or light-headed, you may experience a sudden, transient loss
of vision, or you may faint for a short period. If you are affected, do not drive or operate machines.

[TB230 trade name] contains lactose.

If you have been told by your doctor that you have an intolerance to some sugars, contact your doctor or
health care provider before taking this medicinal product.
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3: How to take [TB230 trade name]

Always take [TB230 trade name] exactly as your health care provider told you. You should check with your
health care provider if you are not sure.

The recommended dose for adults and children weighing at least 30 kg is one 400 mg tablet once daily.

In certain cases your health care provider may prescribe a higher dose, as in the table below:.

' Body weight  Number of 400-mg  Daily dose

f - tablets

' 30tolessthan  1or 1.5 | 400-600 mg

| 36ke ? |
| 36 to less than 1.5 - 600 mg

46 kg | | |
46tolessthan  1.50r2 | 600-800 mg

| 56 kg %

- 56 kg and over 2 | 800 mg

You can take [TB230 trade name] with food or between meals.

[TB230 trade name] is for oral use .You may split a tablet in 2 along the score line to obtain a dose of 1.5
tablets, but do not crush the tablet or chew it when swallowing as it has a bitter taste; swallow it with plenty
of liquid. Try to take the tablet at approximately the same time each day.

Children weighing 24 to 30 kg may be given one 400-mg tablet of [TB230 trade name] daily.

Children weighing less than 24 kg should be given other formulations, e.g. dispersible tablets containing
100 mg moxifloxacin. If these formulations are not available, you may prepare a mixture for the child using

a 400-mg tablet of [TB230 trade name] in 10 mL of liquid as explained below, to achieve the following
doses:

. Child’s weight How much mixture
~ to draw up
5 to less than 7 kg 2 mL

' 7tolessthan 10kg 3 mL
10tolessthan16kg S mL

16 to less than 24 kg 5mL" to 7.5 mL
24 kg and over (Use tablet)

*For children needing a 5 mL dose you can split the
tablet in half along the score line and give half a tablet
instead.
For preparing this mixture you need:

- Two small bowls

- drinking water

- ateaspoon and

- a 10 mL oral syringe (dispenser), showing measurements of 0.5 mL

The following steps should be applied:
1. Measure out 10 mL drinking water using the dispenser and put it in the first bowl.
2. Add one [TB230 trade name] tablet.
3. Stir gently until dispersed.
4. Look up the child’s weight on in the above table (left hand column).
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5. Then look to the right under “How much mixture to draw up”, which shows how much of the liquid
mixture you need to draw up.

6. Use the dispenser to draw up the correct amount of liquid mixture from the first bowl. Make sure
there are no bubbles in the mixture when you measure the amount drawn up.

7. Add a small amount of sweet food—no more than one teaspoon—to the second bowl. This is to hide

the bitter taste of the medicine.

Mix the sweet food and medicine-containing liquid well.

Give the whole contents of the second bowl (medicine in the sweet food) to the child straight away.

10. If there is anything left in the second bowl, rinsc the bowl with a small amount of water and get the
child to drink it all. If the child cannot drink from the bowl, use a spoon or use a bottle to feed the
child the remaining liquid. This is to make sure that the child gets the full dose.

11. Give the child something to drink after taking the medicine.

12. Throw away any liquid left in the first bowl.

0 o

Repeat these steps every time you need to give the medicine.
If you take more [TB230 trade name] than you should

If you take more than the prescribed dose, get medical help immediately. Try to take any remaining tablets,
the packaging or this leaflet with you to show the health care provider what you have taken.

If you forget to take [TB230 trade name]

If you forget to take your tablet, you should take it as soon as you remember on the same day. If you do not
remember on the same day, take your normal dose (one tablet) on the next day. Do not take a double dose to
make up for a forgotten dose. If you are unsure about what to do ask your health care provider.

If you stop taking [TB230 trade name]

It is important that you complete the course of treatment even if you begin to feel better. If you stop taking
[TB230 trade name] too soon, your infection may not be completely cured and the infection may return or
your condition may get worse. The bacteria causing your infection may become resistant to [TB230 trade
name].

If you have any further questions on the use of this product, ask your health care provider.

4. Possible side effects

Like all medicines, [TB230 trade name] can cause side effects, although not everybody gets them. When
treating tuberculosis, it is not always possible to differentiate between unwanted effects caused by [TB230
trade name], or those caused by any other medicines you may be taking at the same time, or by the disease
itself. For this reason, it is important that you inform your health care provider of any change in your health.

If you notice

* abnormal heart thythms including heart beating too fast (rare side effect) or irregular heart beat
(torsade de pointes) or stopping of heart beat (both very rare and potentially life-threatening side
effects)

* that you suddenly start feeling unwell or notice yellowing of the whites of the eyes, dark urine,
itching of the skin, a tendency to bleed or disturbances of thought or wakefulness (these can be signs
and symptoms of fulminant inflammation of the liver potentially leading to life-threating liver failure
(a very rare side effect, fatal cases have been observed))

* rashes, reddening, peeling or blistering of the skin and mucous membranes (the lining of eyes, nose,
mouth and genitals), especially with fever or chills, which could be due to very rare and potentially
life-threatening side effects called Stevens-Johnson syndrome and toxic epidermal necrolysis, or
another condition of unknown frequency called acute generalised exanthematous pustulosis which
mainly affects armpits, groin and face.

e inflammation of blood vessels, signs of which could be red spots on your skin, usually on your lower
legs or effects like joint pain (very rare side effect)
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* asevere, sudden generalised allergic reaction incl. very rarely a life-threatening shock, e.g. difficulty
in breathing, drop of blood pressure, fast pulse (rare side effect)

* swelling including swelling of the airway (rare side effect, potentially life-threatening)

e convulsions (rare side effect)

* troubles associated with the nervous system such as pain, burning, tingling, numbness and/or
weakness in extremities (rare side effect)

* depression, in very rare cases leading to self-harm, such as suicidal 1deations/thoughts, or suicide
attempts (rare side effect)

* insanity, potentially leading to self-harm, such as suicidal ideations/thoughts, or suicide attempts
(very rare side effect)

* severe diarrhoea containing blood and/or mucus, so called antibiotic associated colitis incl.
pseudomembranous colitis, which in very rare circumstances, may develop into complications that
are life-threatening (rare side effects)

* pain and swelling of the tendons, i.e. tendinitis (rare side effect) or a tendon rupture (very rare side
effect)

* muscle weakness and tenderness or pain, especially with high temperature and passing dark urine,
which may be due to muscle breakdown (frequency not known) stop taking [TB230 trade name]
and tell your health care provider immediately as you may need urgent medical advice.

Also inform your healthcare provider immediately if:

* you suffer from myasthenia gravis and notice a worsening of the symptoms (very rare
¢ you suffer from diabetes and you notice that your blood sugar is increased or decreased (rare or very
rare side effect).

If you get transient loss of vision (very rare side effect) see an eye specialist immediately.

If you are elderly with existing kidney problems and you notice decrease in urine output, swelling in your
legs, ankles or feet, fatigue, nausea, drowsiness, shortness of breath or confusion (these can be signs and
symptoms of kidney failure, a rare side effect), consult your health care provider immediately.

Other side effects which have been observed during treatment with [TB230 trade name] are listed below by
how likely they are:

Common side effects (may affect up to 1in 10 people):
* Infections caused by resistant bacteria or fungi, e. g. thrush or vaginitis (oral and vaginal infections
caused by Candida)
o Headache
¢ Dizziness
¢ Feeling sick (nausea)
* Being sick (vomiting)
¢ Stomach and abdominal ache
e Diarrhoea
* Increase of special liver enzymes in the blood (transaminases)
* change of the heart rhythm (ECG) in patients with low blood potassium level

Uncommon side effects (may affect up to 1 in 100 people):

e Allergic reactions

* Changes in the electrical activity of the heart (ECG), palpitations, irregular and fast heartbeat
¢ Low red blood cell count (anaemia)

* Low white blood cells count

* Low numbers of special white blood cells (leukocytes, neutrophils)

* Decrease or increase of special blood cells necessary for blood clotting (platelets)

® Increased specialised white blood cells (eosinophils)

¢ Decreased blood clotting

* Increased blood lipids (fats)
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Feeling anxious, restless, or agitated

Tingling sensation (pins and needles) and/or numbness

Changes in taste (in very rare cases loss of taste)

Feeling confused and disorientated

Sleep problems (e.g. sleeplessness or sleepiness)

Shaking

Sensation of dizziness (spinning or falling over)

Problems with vision (including double or blurred vision)

Chest pain (angina)

Widening of the blood vessels (flushing)

Difficulty in breathing (including asthmatic conditions)

Decreased appetite and food intake

Wind and constipation

Stomach upset (indigestion or heartburn)

Inflammation of the stomach

Increase of a special digestive enzyme in the blood (amylase)

Problems with liver function (increase of bilirubin in the blood, increase of special liver enzymes in
the blood, such as gamma-glutamyl-transferase and/or alkaline phosphatase)
Ttching, rash, skin hives, dry skin

Joint pain, muscle pain

Dehydration

Feeling unwell (usually weakness or tiredness), aches and pains such as back, chest, pelvic pains and
pains in the extremities

Confusion and disorientation

Sweating.

Rare side effects (may affect up to 1 in 1,000 people):

Severe, sudden allergic reaction including very rarely life-threatening shock (e.g. difficulty in
breathing, drop of blood pressure, fast pulse),swelling (including potentially life-threatening swelling
of the airway)

Severe diarrhoea containing blood and/or mucus (antibiotic associated colitis including
pseudomembranous colitis), which very rarely, may develop into complications that are life-
threatening

Jaundice (yellowing of the whites of the eyes or skin), inflammation of the liver

Pain and swelling of the tendons (tendinitis)

Increased blood sugar

Increased blood uric acid

Feeling particularly emotional

Depression (which in very rare cases may lead to self-harm, such as suicidal ideations/thoughts, or
suicide attempts)

Hallucination

Problems with skin sensations

Changes in smelling

Unusual dreams

Problems with balance and co-ordination (due to dizziness)

Convulsions

Disturbed concentration

Problems with speech

Partial or total loss of memory

Ringing or noise in the ears, hearing impairment including deafness (usually reversible)
Faster heart rate than normal

Fainting
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High or low blood pressure

Difficulty in swallowing

Inflammation of the mouth

Muscle cramps or twitching

Muscle weakness

Kidney problems (including an increase in special kidney laboratory test results like urea and
creatinine), kidney failure

Swelling (of the hands, feet, ankles, lips, mouth or throat).

Very rare side effects (may affect up to 1in 10,000 people):

Severe heart rhythm problems (torsade de Pointes), stopping of heart (cardiac arrest) (see section 2,
What you need to know before you take [TB230 trade name])

Severe inflammation of the liver, potentially leading to life-threatening liver failure (including fatal
cases)

rashes, reddening, peeling or blistering of the skin and mucous membranes (the lining of eyes, nose,
mouth and genitals), especially with fever or chills, (Stevens-Johnson-Syndrome, toxic epidermal
necrolysis)

Rupture of tendons

Increased blood clotting, significant decrease of special white blood cells (agranulocytosis), low
levels of all blood cells (pancytopenia)

abnormally low sodium levels in the blood due to retaining too much water (syndrome of
nappropriate ADH secretion, STADH)

Low blood sugar, sometimes severe enough to lead to coma

A feeling of self-detachment (not being yourself)

Feeling mentally unwell (potentially leading to self-harm, such as suicidal ideations/thoughts, or
suicide attempts)

Transient loss of vision

Skin feeling more sensitive

Inflammation of joints

Muscles feeling stiff

Worsening of the symptoms of myasthenia gravis (abnormal muscle fatigue leading to weakness and
in serious cases paralysis)

Side effects whose frequency is not known:

Red skin with many small pustules, cspecially in armpits, groin and face (acute generalised
exanthematous pustulosis)

muscle breakdown associated with muscle weakness and tenderness or pain, especially with high
temperature and passing dark urine (thabdomyolysis)

Very rare cases of long lasting ( up to months or years) or permanent adverse drug reactions, such as tendon
inflammations, tendon rupture, joint pain, pain in the limbs, difficulty in walking, abnormal sensations such
as pins and needles, tingling, tickling, burning, numbness or pain (neuropathy), depression, fatigue, sleep
disorders, memory impairment, as well as impairment of hearing, vision, and taste and smell have been
associated with administration of quinolone and fluoroquinolone antibiotics, in some cases irrespective of
pre-existing risk factors.

Also, there have been very rare cases of the following side effects reported following treatment with other
quinolone antibiotics, which might possibly also occur during treatment with [TB230 trade name]:

Increased blood sodium levels

Increased blood calcium levels

A special type of reduced red blood cell count (haemolytic anacmia)
Muscle reactions with muscle cell damage

Increased sensitivity of the skin to sunlight or UV light
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* Troubles associated with the nervous system such as pain, burning, tingling, numbness and/or
weakness in extremitics

Reporting of side effects

If you get any side effects,talk to your health care provider. This includes unwanted effects not listed in this
leaflet. If available, you can also report side effects directly through the national reporting system. By
reporting side effects, you can help improve understanding about the safety of this medicine.

5. How to store [TB230 trade name]

Keep this medicine out of the sight and reach of children.
Store below 30°C in a dry place. Protect from light. Store in the original container.

Do not use this medicine after the expiry date which is stated on the label. The expiry date refers to the
last day of that month.

Do not throw away any medicines via wastewater or household waste. Ask your pharmacist how to
throw away medicines you no longer use. These measures will help protect the environment.

6. Contents of the pack and other information

What [TB230 trade name| contains

The active ingredient is moxifloxacin (as hydrochloride). Each tablet contains moxifloxacin
hydrochloride equivalent to 400 mg moxifloxacin.

The other ingredients are:

Core tablet: Croscarmellose sodium, hydroxypropyl cellulose, lactose monohydrate, magnesium
stearate and microcrystalline cellulose.

Film coat: Hydroxypropyl methylcellulose, iron oxide red, polyethylene glycol, purified talc and titanium
dioxide.

What [TB230 trade name] looks like and contents of the pack

Moxifloxacin 400mg tablets is a brick red coloured, capsule shaped, biconvex film coated tablets having
lip break line on one side and plain on the other side.

Moxifloxacin 400mg tablets is provided in Alu-Alu blister pack made of blister aluminium foil and
cold blister foil. Each blister pack contains 5 tablets and 1 or 20 such blister packs are packed in a carton
along with the leaflet.

Moxifloxacin 400mg tablets is also provided in Alu-Alu strip pack made of plain and printed aluminium
foil. Each strip pack contains 5 tablets and 1 or 20 such strip packs are packed in a carton along with the
leaflet.

Moxifloxacin 400mg tablets is provided in Alu-Alu blister pack made of blister aluminium foil and
cold blister foil. Each blister pack contains 7 tablets and 10 such blister packs are packed in a carton along
with the leaflet.

Moxifloxacin 400mg tablets is also provided in Alu-Alu strip pack made of plain and printed aluminium
foil. Each strip pack contains 7 tablets and 10 such strip packs are packed in a carton along with the leaflet.

Moxifloxacin 400mg tablets is provided in Alu-Alu blister pack made of blister aluminium foil and
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cold blister foil. Each blister pack contains 10 tablets and 10 such blister packs are packed in a carton

along with the leaflet.

Moxifloxacin 400mg tablets is also provided
foil. Each strip pack contains 10 tablets and
leaflet.

in Alu-Alu strip pack made of plain and printed aluminium
10 such strip packs are packed in a carton along with the

Moxifloxacin 400mg tablets is provided in Alu-PVC blister pack made of blister aluminium foil and
PVC blister . Each blister pack contains 10 tablets and 10 such blister packs are packed in a carton along

with the leaflet.

Supplier and Manufacturer
Supplier

Macleods Pharmaceuticals Limited
Atlanta Arcade, 3rd Floor, Church Road, near
Leela Hotel,

Andheri-Kurla Road

Andheri (East)

400 059 Mumbai

India

Phone: +91-22-66762800

Fax: +91-22-2821 6599

E-mail: vijay@macleodsPharma.com
sjadhav@macleodspharma.com

Manufacturer

Macleods Pharmaceuticals Limited

Unit I1, Plot No. 25-27

Survey No. 366, Premier Industrial Estate
Kachigam, Daman (U.T.)

India

Telephone: +91 0260 2244337

Fax: +91 0260 2241565

Macleods Pharmaceuticals Ltd

Block No. N-2, Village Theda, P.O. Lodhi Majra,
Tehsil Nalagarh, Baddi,

Dist. Solan,

Himachal Pradesh 174 101,

India

TEL: +91 01795 661400,

Fax: +91 01795 661452

Email: jayaramk@macleodspharma.com

For any information about this medicine, contact the local representative of the supplier.

This leaflet was last revised in June 2021

Detailed information on this medicine is available on the World Health Organization (WHO) website:

https./fextranet.who.int/pgweb/medicines
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Ilepeknan ykpaiHCHKOK MOBOIO, aBTCHTHYHICTE SKOTO MiATBepIUKeHa 3aIBHUKOM
abo HOro ynmoBHOBaXeHOIO 0CO60I0, iHCTPYKIii PO 3aCTOCYBaHHS JIIKAPChKOIO
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PErYJIATOPHUI OpraH SIKOT KEpYEThCsi BACOKMMH CTAHAAPTAMH SKOCTI, 1110
BIJINOBINAOTh CTAH1apTaM, pexomennosanuM BOO3, ta/abo 3riguo 3
pesymbTaTaMu KJIiHIYHUX BUNIPOOYBaHb, 3aCBiT4EHHIl TTiIMHCOM YIIOBHOBAKEHOT
ocobu, 1110 BUCTyTae Bijt iMeHi 3asBuuka. (KopoTka XapaKTepHCTHKA
JIKapcbKOro 3acody)

3asiBHUK, KpaiHa: Maxkaneoac ®apmacbiorukanc Jimiren, [nmis
Macleods Pharmaceuticals Limited, India
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Macleods Pharmaceuticals Limited, India
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MOXIFLOXACIN (AS HYDROCHLORIDE)400 MG TABLET
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WHO-PQ RECOMMENDED
SUMMARY OF PRODUCT CHARACTERISTICS

f-_’:\“"\

This summary of product characteristics focuses on uses of the medicine covered by WHQO's
Prequalification Team - Medicines. The recommendations for use are based on WHO guidelines and

on information from stringent regulatory authorities.”
The medicine may be authorised for additional or different uses by national medicines regulatory

authorities.

*https://extranet.who.int/pqweb/sites/defaull/ﬂles/documents/75%2OSRA%20clariﬁcation_F eb2017_newtempl.pdf
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i NAME OF THE MEDICINAL PRODUCT
[TB230 trade name] ¥

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Each tablet contains moxifloxacin hydrochloride equivalent to 400 mg moxifloxacin.

Excipients with known effects: 50 mg lactose monohydrate per tablet.

For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM
Film-coated tablet.

Brick red coloured, capsule shaped, biconvex film coated tablets having lip break line on one side and plain
on the other side.

4. CLINICAL PARTICULARS

4.1 Therapeutic indications

[TB230 trade name] is indicated in combination with other antituberculosis agents for the treatment of
tuberculosis caused by Mycobacterium tuberculosis.

[TB230 trade name] is only indicated as a second-line antimycobacterial drug when use of first line drugs is
not appropriate due to resistance or intolerance.

Consideration should be given to official treatment guidelines and recommendations for tuberculosis.
Official guidance will normally include WHO and local health authoritics’ guidance.

4.2 Posology and method of administration

Posology

Adults, adolescents and children weighing at least 30 kg, and above 15 years of age:

The recommended dose is one 400 mg tablet once daily.

A higher dose may be used in certain MDR/RR-TB regimens. Unless there is risk of toxicity, the high dose

may be used if antimicrobial levels may be lowered because of pharmacokinetic interactions, malabsorption
or other metabolic reasons or if the strain has low-level fluoroquinolone resistance.

T Trade names are not prequalified by WHO. This is the national medicines regulatory agency’s responsibility.
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Dosing recommendations for high dose moxifloxacin treatment

Body weight Number of 400-mg Daily dose
tablets
! 30t0]ess thaﬁ%kgm 1 = VO 400_600mg RS
6t0]ess éhan — T e | 600mg G R |
46tolessthanS6kg | 150r2  600-800mg
56kg - i : , S , | BOOmg :

Therapeutic drug monitoring is advised when the dose is at the upper and lower ends of the range to
minimize the adverse therapeutic consequences of over-and under-exposure, respectively.

Children weighing less than 30 kg and under 15 years of age:

The recommended daily dose in children is 10 to 15 mg/kg bodyweight. The daily dose should be restricted
to 10 mg/kg in those less than 6 months old.

Children weighing 24 to 30 kg may be given one 400-mg tablet of [TB230 trade name] daily.

Children weighing less than 24 kg should be given other formulations, e.g. dispersible tablets containing 100
mg moxifloxacin. If such formulations are not available, an extemporancous formulation may be prepared
from a moxifloxacin 400-mg tablet in 10 mL of water to achieve the following daily doses:

~ Child’s weight ' Volume of - Daily dose*
~ extemporaneous
formulation
5 toless than 7 kg 2 mL 80 mg
7 to less than 10 kg 3mL 120 mg
10tolessthanl6kg 5 mL 200 mg |
16tolessthan24kg  5mL‘to7.5mL  200-300 mg

- 24 kg and over - (Use tablet) 400 mg (1 tablet)

+Dispersing the tablet in water may facilitate administration in patients in lower
weight-bands and avoids fractioning solid formulations, although bioavailability is
uncertain (use of dispersible tablets is preferred if available).

“Children requiring a 200-mg dosc may alternatively be given half a tablet of
[TB230 trade name]by breaking it along the score line.

For detailed instructions for preparing such a formulation, see section 6.6: “Method of administration,
extemporaneous formulation for children”.

Renal impairment

No adjustment of dosage is required in patients with impaired renal function or in patients on chronic
dialysis, including haemodialysis and continuous ambulatory peritoneal dialysis (see section 5.2).
Hepatic impairment

No dosage adjustment is recommended in hepatic impairment (see also section 4.4).

Elderly
No dosage adjustment is required in the elderly.

Missed dose and vomiting after a dose
It is important that the patient takes the medicine regularly as prescribed. Missing doses can increase the risk
of resistance to [TB230 trade name] and reduce its effectiveness.

The patient should take a missed dose if it was due fewer than 12 hours ago. If more than 12 hours have
passed since the dose was due, the patient should omit the missed dose and take the next scheduled dose at
the usual time. The patient should not take a double dose.
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If the patient vomits within 1 hour of taking [TB230 trade name], the patient should take an extra dose. If
vomiting occurs more than an hour afier taking the dose, the patient does not need to take an extra dose and
can take the next dose as usual when it is due,

Method of administration
Oral use

[TB230 trade name] should be swallowed whole with sufficient liquid, and may be taken with food or
between meals.

4.3 Contraindications

[TB230 trade name] is contraindicated in:
-Patients with hypersensitivity to moxifloxacin, other quinolones or to any of the excipients listed in section
6.1

* Patients with a history of tendon disease/disorder related to quinolone treatment

* Patients with transaminases increase >5 fold ULN

Both in preclinical investigations and in humans, changes in cardiac electrophysiology have been observed
following exposure to moxifloxacin, in the form of QT prolongation. For reasons of drug safety,
moxifloxacin is therefore contraindicated in patients with:

*  Known QT prolongation (congenital or acquired)

¢ Electrolyte disturbances, particularly uncorrected hypokalaemia

* Clinically relevant bradycardia

 Clinically relevant heart failure with reduced left-ventricular gjection fraction

* History of symptomatic arrhythmias

4.4 Special warnings and precautions for use

The use of moxifloxacin should be avoided in patients who have experienced serious adverse reactions in the
past when using quinolone or fluoroquinolone containing products (see section 4.8). Treatment of these
patients with moxifloxacin should only be initiated in the absence of alternative treatment options and after
careful benefit/risk assessment (see also section 4.3).

Prolongation of QTc interval and potentially QTc-prolongation-related clinical conditions

Moxifloxacin has been shown to prolong the QTec interval on the electrocardiogram in some patients. In the
analysis of ECGs obtained in the clinical trial program, QTc prolongation with moxifloxacin was 6 msec -
26 msec, 1.4% compared to baseline. As women tend to have a longer baseline QTc interval compared with
men, they may be more sensitive to QTc-prolonging medications. Elderly patients may also be more
susceptible to drug-associated effects on the QT interval.

Other drugs that prolong the QT interval (see also section 4.5) should be used only when strictly needed and
with caution in patients receiving moxifloxacin. High dose therapy with moxifloxacin should be avoided.
ECGs and serum potassium levels should be closely monitored.

Medication that can reduce potassium levels should be used with caution in patients receiving moxifloxacin
(see also sections 4.3 and 4.5).

Moxifloxacin should be used with caution in patients who are taking medications associated with clinically
significant bradycardia (see also section 4.3).

Moxifloxacin should be used with caution in patients with ongoing proarrhythmic conditions (especially
women and elderly patients), such as acute myocardial ischaemia or QT prolongation as this may lead to an
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increased risk for ventricular arrhythmias (including torsade de pointes) and cardiac arrest (see also section
4.3). The magnitude of QT prolongation may increase with increasing concentrations of the drug. Therefore,
the recommended dose should not be exceeded.

If signs or symptoms of cardiac arrhythmia occur during treatment with moxifloxacin, treatment should be
stopped and an ECG should be performed.

Prolonged, disabling and potentially irreversible serious adverse dru g reactions

Very rare cases of prolonged (continuing months or years), disabling and potentially irreversible serious
adverse drug reactions affecting different, sometimes multiple, body systems (musculoskeletal, nervous,
psychiatric and senses) have been reported in patients receiving quinolones and fluoroguinolones irrespective
of their age and pre-existing risk factors. Moxifloxacin should be discontinued immediately at the first signs
or symptoms of any serious adverse reaction and patients should be advised to contact their health care
provider for advice.

Hypersensitivity / allergic reactions

Hypersensitivity and allergic reactions have been reported for fluoroquinolones including moxifloxacin after
first administration. Anaphylactic reactions can progress to a life-threatening shock, even after the first
administration. In these cases moxifloxacin should be discontinued and suitable treatment (e.g. treatment for
shock) initiated.

Severe liver disorders

Cases of fulminant hepatitis potentially leading to liver failure (including fatal cases) have been reported
with moxifloxacin (see section 4.8). Patients should be advised to contact their health care provider prior to
continuing treatment if signs and symptoms of fulminant hepatic disease develop such as rapidly developing
asthenia associated with jaundice, dark urine, bleeding tendency or hepatic encephalopathy.

Liver function tests/investigations should be performed in cases where indications of liver dysfunction occur.

Patients with pre-existing impaired liver function
No dosage adjustment is recommended for mild, moderate, or severe hepatic insufficiency. However, some

changes in the metabolism of moxifloxacin were observed in patients with hepatic insufficiency. Therefore,
moxifloxacin should be used with caution in these patients.

Serious bullous skin reactions

Cases of severe or life-threatening skin reactions like Stevens-Johnson syndrome, toxic epidermal necrolysis
or acute generalised exanthematous pustulosis (AGEP) have been reported with moxifloxacin. Patients
should be advised to contact their health care provider immediately if skin or mucosal reactions occur, before
continuing treatment.

Patients predisposed to seizures

Quinolones are known to trigger seizures. They should be used with caution in patients with CNS disorders
or in the presence of other risk factors which may predispose to seizures or lower the seizure threshold. In
case of seizures, treatment with moxifloxacin should be discontinued and appropriate measures instituted.

Peripheral neuropathy

Cases of sensory or sensorimotor polyneuropathy resulting in paraesthesias, hypoaesthesias, dysaesthesias,
or weakness have been reported in patients receiving quinolones including moxifloxacin. Patients receiving
moxifloxacin should be advised to inform their health care provider prior to continuing treatment if
symptoms of neuropathy such as pain, burning, tingling, numbness, or weakness develop, in order to prevent
the development of an irreversible condition.

Psychiatric reactions

Psychiatric reactions may occur even after the first administration of quinolones, including moxifloxacin. In
very rare cases depression or psychotic reactions have progressed to suicidal thoughts and self-endangering
behaviour such as suicide attempts. In the event that the patient develops these reactions, moxifloxacin
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should be discontinued and appropriate measures instituted. Caution is recommended if moxifloxacin is to be
used in psychotic patients or in patients with history of psychiatric disease.

Antibiotic-associated diarrhoea including colitis

Antibiotic-associated diarrhoea (AAD) and antibiotic-associated colitis (AAC), including
pseudomembranous colitis and Clostridioides difficile-associated diarrhoea, have been reported in
association with the use of broad spectrum antibiotics including moxifloxacin and may range in severity
from mild diarrhoea to fatal colitis. Therefore it is important to consider this diagnosis in patients who
develop serious diarrhoea during or after the use of moxifloxacin. If AAD or AAC is suspected or confirmed,
ongoing treatment with antibacterial agents, including moxifloxacin, should be discontinued and adequate
therapeutic measures should be initiated immediately. Furthermore, appropriate infection control measures
should be undertaken to reduce the risk of transmission. Medicines inhibiting peristalsis are contraindicated
in patients who develop serious diarrhoea.

Patients with myasthenia gravis

Moxifloxacin should be used with caution in patients with myasthenia gravis because the symptoms can be
exacerbated.

Tendinitis, tendon rupture

Tendinitis and tendon rupture (especially but not limited to Achilles tendon), sometimes bilateral, may occur
as early as within 48 hours of starting treatment with quinolones and fluoroquinolones and may occur even
several months after discontinuation of treatment. The risk of tendinitis and tendon rupture is increased in
older patients, patients with renal impairment, patients with solid organ transplants, and those treated
concurrently with corticosteroids. Therefore, concomitant use of corticosteroids should be avoided.

At the first sign of tendinitis (e.g. painful swelling, inflammation) treatment with moxifloxacin should be
discontinued and alternative treatment should be considered. The affected limb(s) should be appropriately
treated (e.g. immobilisation). Corticosteroids should not be used if signs of tendinopathy occur.

Aortic aneurysm and dissection and heart-valve regurgitation/incompetence

Epidemiologic studies report an increased risk of aortic aneurysm and dissection and of aortic or mitral valve
regurgitation or incompetence after intake of fluoroquinolones, particularly in the older population.
Therefore, fluoroquinolones should only be used after careful benefit-risk assessment and after consideration
of other therapeutic options in patients with positive family history of aneurysm discase or congenital heart
disease, or in patients diagnosed with pre-existing aortic aneurysm or dissection or heart valve disease, or in
presence of other risk factors or conditions predisposing for these conditions (e.g. Marfan syndrome,
vascular Ehlers-Danlos syndrome, Takayasu arteritis, giant cell arteritis, Behcet's disease, hypertension,
rheumatoid arthritis, atherosclerosis).

In case of sudden abdominal, chest or back pain, patients should be advised to immediately consult a health
care provider in an emergency department. Patients should also be advised to seck inmediate medical
attention if they develop acute dyspnoca, new onset of heart palpitations, or oedema of the ahdomen or lower
extremities.

Patients with pre-existing renal disorders

Elderly patients with renal disorders should use moxifloxacin with caution if they are unable to maintain
adequate fluid intake, because dehydration may increase the risk of renal failure.

Vision disorders

If vision becomes impaired or any effects on the eyes are experienced, an eye specialist should be consulted
immediately.

Dysglycaemia

As with all fluoroquinolones, disturbances in blood glucose, including both hypoglycaemia and
hyperglycaemia have been reported with moxifloxacin. In moxifloxacin-treated patients, dysglycaemia
occurred predominantly in elderly diabetic patients receiving concomitant treatment with an oral

hypoglycaemic agent (e.g. sulfonylurea) or with insulin. In diabetic patients, careful monitoring of blood
glucose is recommended.
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Prevention of photosensitivity reactions

Quinolones have been shown to cause photosensitivity reactions in patients. However, studies have shown
that moxifloxacin has a lower risk to induce photosensitivity. Nevertheless patients should be advised to
avoid exposure to UV irradiation or extensive/strong sunlight during treatment with moxifloxacin.
Patients with glucose-6-phosphate dehydrogenase deficiency

Patients with a family history of, or actual glucose-6-phosphate dehydrogenase deficiency are prone to
haemolytic reactions when treated with quinolones. Therefore, moxifloxacin should be used with caution in
these patients.

Paediatric population

Due to adverse effects on the cartilage in juvenile animals (see section 5.3), and to limited documentation of
the safety, moxifloxacin should only be used in children and adolescents with

M. tuberculosis infection if the benefit is considered to exceed the risk and there are no treatment
alternatives.

Excipients

[TB230 trade name] contains a small amount of lactose. Patients with rare hereditary problems of
galactose intolerance, the Lapp lactase deficiency or glucose-galactose malabsorption may
experience symptoms of intolerance.

It is important to consider the contribution of excipients from all the medicines that the patient is taking.

4.5 Interaction with other medicinal products and other forms of interaction

Cytochrome P450 mediated interactions

In vitro studies with cytochrome P450 isoenzymes (CYP) indicate that moxifloxacin does not inhibit
CYP3A4, CYP2D6, CYP2C9, CYP2C19, or CYP1A2, suggesting that moxifloxacin is unlikely to alter the
pharmacokinetics of drugs metabolized by these enzymes. Also, CYP450 isoenzymes are not known to be
involved in the metabolism of moxifloxacin. Considering these results, metabolic interactions via
cytochrome P450 enzymes are unlikely.

Clinical studies have shown that there are no interactions following concomitant administration of
moxifloxacin with ranitidine, probenecid. oral contraceptives, calcium supplements, morphine administered
parenterally, theophylline, ciclosporin or itraconazole.

Rifampicin

When co-administered with multiple doses of rifampicin, moxifloxacin AUC decreases by approximately
30%. The clinical consequences of this are unknown, and no dose adjustment is recommended on co-
administration.

Rifapentine

When co-administered with multiple doses of rifapentine, moxifloxacin AUC decreased by 17%. The clinical
consequences of this are unknown, and no dose adjustment is recommended on co-administration.

Rifabutin

No data are available on the effect of co-administration on the exposure to moxifloxacin and rifabutin.
OT-prolonging agents

An additive effect on QT interval prolongation of moxifloxacin and other agents that prolong the QT interval
cannot be excluded. This effect might lead to an increased risk of ventricular arrhythmias, notably torsade de

pointes. Therefore moxifloxacin should be used with caution in patients treated with any of the following
drugs (sce also section 4.4):

- antiarrhythmics class IA (e.g. quinidine, hydroquinidine, disopyramide),

- antiarthythmics class I11 (e.g. amiodarone, sotalol, dofetilide, ibutilide),
Page 7 of 18
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- antipyschotics (e.g. phenothiazines, pimozide, sertindole, haloperidol, sultopride),
- tricyclic antidepressants (e.g. amitriptyline, clomipramine, doxepin, imipramine, nortriptyline),

- certain antimicrobial agents (saquinavir, sparfloxacin, erythromycin (intravenous), pentamidine,
antimalarials, particularly halofantrine),

- certain antihistamines (terfenadine, astemizole, mizolastine),
- others (e.g. cisapride, intravenous vincamine, bepridil, diphemanil).

Potassium lowering agents

Moxifloxacin should be used with caution in patients who are taking medication that can reduce potassium
levels (e.g. loop and thiazide-type diuretics, laxatives and enemas [high doses], corticosteroids, amphotericin
B) or medication that is associated with clinically significant bradycardia.

Concomitant use with corticosteroids may also increase the risk of tendon disorders (see section 4.4).

Bivalent and trivalent cations

Formation of chelates with iron, aluminium and magnesium may inhibit the absorption of moxifloxacin.
Taking agents containing these cations at the same time as, or close to, the intake of moxifloxacin may
decrease moxifloxacin exposure by 25-60%. An interval of at least 6 hours should be left between
administration of agents containing bivalent or trivalent cations (e.g. antacids containing magnesium or
aluminium, didanosine tablets, sucralfate and agents containing iron or zinc) and administration of
moxifloxacin.

Concomitant administration of charcoal with an oral dose of 400mg moxifloxacin led to a pronounced
prevention of drug absorption and a reduced systemic availability of the drug by more than 80%. Therefore,
the concomitant use of these two drugs is not recommended (except for overdose cases, see also section 4.9).

Glibenclamide

In studies conducted in diabetic volunteers, concomitant administration of oral moxifloxacin with
glibenclamide resulted in a decrease of approximately 21% in the peak plasma concentrations of
glibenclamide. However, the observed pharmacokinetic changes for glibenclamide did not result in any
clinically relevant changes of the pharmacodynamic parameters (blood glucose, insulin).

Changes in INR

A large number of cases showing an increase in oral anticoagulant activity have been reported in patients
receiving antibiotics, especially fluoroquinolones, macrolides, tetracyclines, cotrimoxazole and some
cephalosporins. The infectious and inflammatory conditions, age and general status of the patient appear to
be risk factors. Under these circumstances, it is difficult to evaluate whether the infection or the antibiotic
therapy caused the INR (international normalised ratio) disorder. A precautionary measure would be to more
frequently monitor the INR in patients on warfarin or any similar anticoagulants.

4.6 Fertility, pregnancy and breastfeeding
Pregnancy

The safety of moxifloxacin in human pregnancy has not been investigated. Moxifloxacin should only be used
in pregnancy if the benefit is considered to outweigh the risks, and there are no available treatment
alternatives. Reversible joint injuries are described in children receiving some quinolones; however this
effect has not been reported as occurring on exposed foetuses. Animal studies have shown reproductive
toxicity (see section 5.3). The potential risk for humans is unknown. Pregnancy should be avoided in women
treated with moxifloxacin. Adequate contraceptive measures should be taken.

Breast-feeding
The use of moxifloxacin during breast-feeding is contraindicated. As with other quinolones, moxifloxacin

has been shown to cause lesions in the cartilage of the weight bearing joints of immature animals. Preclinical
data indicate that small amounts of moxifloxacin passes into breast milk.
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Fertility
No specific studies with moxifloxacin in humans have been conducted to evaluate effects on fertility. Animal
studies do not indicate impairment of fertility (see section 53],

4.7 Effects on ability to drive and use machines

No studies on the effects of moxifloxacin on the ability to drive and use machines have been performed.
However, fluoroquinolones including moxifloxacin may cause impairment of the patient's ability to drive or
operate machinery due to CNS reactions (e.g. dizziness; acute, transient loss of vision, see section 4.8) or
acute and short lasting loss of consciousness (syncope, see section 4.8). Patients should be advised to see
how they react to moxifloxacin before driving or operating machinery.

4.8 Undesirable effects

Adverse reactions based on all clinical trials with moxifloxacin 400 mg (oral and sequential therapy) sorted
by frequencies are listed below. Of note, the majority of available safety data on moxifloxacin has been
generated in patients with conditions other than tuberculosis in studies of less than three weeks duration.

Adverse events considered at least possibly related to moxifloxacin treatment are listed below by body
system, organ class and frequency. Apart from nausea and diarrhoea all adverse reactions were observed at
frequencies below 3%.

Frequencies arc defined as very common (>1/10), common (=1/100 to <1/10), uncommon (>1/1,000 to
<1/100), rare (=1/10,000 to <1/1,000), very rare (<1/ 10,000), not known (cannot be estimated from available
data).

System Organ | Common Uncommon Rare Very Rare Not known
Class
Infections and | Superinfections
infestations due to resistant

bacteria or fungi

e.g. oral and

vaginal

candidiasis
Blood and the Anaemia Prothrombin level
lymphatic Leucopenia increased/INR
system Neutropenia decreased .
disorders Thrombocytopenia Agranulocytosis

Thrombocythaemia Pancytopenia

Blood eosinophilia
Prothrombin time

prolonged/INR

increased
Immune system Allergic reaction Anaphylaxis incl.
disorders (see section 4.4) very rarely life-

threatening shock
(see section 4.4)

Allergic oedema /
angioedema
(including laryngeal
oedema, potentially
life-threatening, see
section 4.4)
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System Organ | Common Uncommon Rare Very Rare Not known
Class
Endocrine Syndrome of
disorders inappropriate
antidiuretic
hormone secretion
(SIADH)
Metabolic and Hyperlipidaemia Hyperglycaemia Hypoglycaemia
nutrition Hyperuricaemia Hypoglycaemic
disorders coma
Psychiatric Anxiety reactions Emotional lability Depersonalisation
disorders* Psychomotor Depression (in very | Psychotic
hyperactivity/ rare cases reactions
agitation potentially (potentially
culminating in self- | culminating in
injurious behaviour, | self-injurious
such as suicidal behaviour, such as
ideation/thoughts, suicidal
or suicide attempts, | ideation/thoughts,
sec section 4.4) or suicide
Hallucination attempts, see
. section 4.4)
Delirium
Nervous system | Headache Paraesthesia-and Hypoaesthesia Hyperaesthesia
disorders* Dizziness dysaesthesia Smell disorders

Taste disorders
(incl.ageusia in
Very rare cases)

Confusion and
disorientation

Sleep disorders
(predominantly
insomnia)
Tremor
Vertigo
Somnolence

(incl.

anosmia)
Abnormal dreams
Disturbed
coordination (incl.
gait disturbances,
esp. due to
dizziness or
vertigo)

Seizures incl. grand
mal convulsions
(see section 4.4)

Disturbed attention
Speech disorders
Amnesia

Peripheral
neuropathy and
polyneuropathy

Eye disorders*

Visual disturbances
incl. diplopia and
blurred vision
(especially in the
course of CNS
reactions, see
section 4.4)

Photophobia

Transient loss of
vision
(especially in the
course of CNS
reactions, see
sections 4.4 and
4.7)

Uveitis and
bilateral acute iris
transillumination
(see section 4.4)
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System Organ Common Uncommon Rare Very Rare Not known
Class
Ear and Tinnitus
labyrinth Hearing impairment
: 2 .
disorders incl. deafness
(usually reversible)
Cardiac QT prolongation QT prolongation Ventricular Unspecified
disorders** n patients with (see section 4.4) tachyarrhythmias arrhythmias
hypokaf%em‘a Palpitations Syncope (i.e., acute | Torsade de
;ie;:?)tm“s 43 Tachycardia and short lasting pointes (see
: . " los ion 4.4
Atrial fibrillation o D.f Secn?“ )
T —— consciousness) Cardiac arrest (see
£l08 pE section 4.4)
Vascular Vasodilatation Hypertension Vasculitis
disorders Hypotension
Respiratory, Dyspnoea
thoracic and (including
mediastinal asthmatic
disorders conditions)
Gastrointestina | Nauseca Decreased appetite | Dysphagia
I disorders Vomiting and food intake Stomatitis
Gastrointestinal Constipation Antibiotic
anf:[ abdominal Dyspepsia a§sociated colitis
pains Hlitilishge (incl. pseudo-
Diarrhoea - membranous colitis,
Gastritis in very rare cases
Increased amylase | associated with life-
threatening
complications, see
section 4.4)
Hepatobiliary | Increase in Hepatic impairment | Jaundice Fulminant
disorders transaminases (incl. LDH Hepatitis hepatitis,
increase) (predominantly potentially
Increased bilirubin | cholestatic) leading to liff"
threatening liver
Increased gamma- i :
failure (incl. fatal
glutamyl- :
cases, see section
transferase 4.4)
Increase in blood
alkaline
phosphatase
Skin and Pruritus Bullous skin Acute generalisec
subcutaneous Rash reactions like exanthematous
tissue disorders Uiticara Stcvens-]ohnsonl pustulosis (AGEF
. syndrome or toxic
Dry skin epidermal
necrolysis
(potentially life-
threatening, see
section 4.4)
Musculoskeleta Arthralgia Tendinitis (see Tendon rupture Rhabdomyolysis
I and Myalgia section 4.4) (see section 4.4)
connective Muscle cramp Arthritis
tissue Muscle twitching Muscle rigidity
disorders*

Muscle weakness
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System Organ Common Uncommon Rare Very Rare Not known
Class

Exacerbation of
symptoms of
myasthenia gravis
(sce section 4.4)

Renal and Dchydration Renal impairment
urinary (including increase
disorders in BUN and

creatining)
Renal failure (see

section 4.4)
General Feeling unwell Oedema
disorders and (predominantly
administration asthenia or fatigue)
site conditions* Painful conditions

(incl. pain in back,
chest, pelvis and
extremities)

Sweating

*Very rare cases of prolonged (up to months or years), disabling and potentially irreversible serious drug reactions
affecting several, sometimes multiple, system organ classes and senses (including reactions such as tendinitis, tendon
rupture, arthralgia, pain in extremities, gait disturbance, neuropathies associated with paraesthesia, depression, fatigue,
memory impairment, sleep disorders, and impairment of hearing, vision, taste and smell) have been reported in
association with the use of quinolones and fluoroquinolones in some cases irrespective of pre-existing risk factors (see
section 4.4).

** Cases of aortic aneurysm and dissection, sometimes complicated by rupture (including fatal ones), and of
regurgitation/incompetence of any of the heart valves have been reported in patients receiving fluoroquinolones (see
section 4.4).

There have been very rare cases of the following side effects reported following treatment with other
fluoroquinolones, which might possibly also occur during treatment with moxifloxacin: increased
intracranial pressure (including pseudotumor cerebri), hypernatraemia, hypercalcaemia, haemolytic anaemia,
rhabdomyolysis, photosensitivity reactions (sce section 4.4).

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It allows
continued monitoring of the benefit/risk balance of the medicinal product. Health care providers are asked to
report any suspected adverse reactions to the marketing authorisation holder, or, if available, via the national
reporting system.

4.9 Overdose

Symptoms
Single oral overdoses up to 2.8 g were not associated with any serious adverse events.

Therapy

No specific countermeasures after accidental overdose are recommended. General symptomatic therapy
should be initiated. ECG monitoring should be undertaken, because of the possibility of QT interval
prolongation. Concomitant administration of charcoal with a dose of 400mg oral moxifloxacin will reduce
systemic availability of the drug by more than 80%. The administration of activated charcoal as soon as
possible after oral overdose may prevent excessive increase of systemic moxifloxacin exposure. About 3%
and 9% of the dose of moxifloxacin, as well as about 2% and 4.5% of its glucuronide metabolite are removed
by continuous ambulatory peritoneal dialysis and haemodialysis, respectively.
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- 8 PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmacotherapeutic group: Quinolone antibacterials, fluoroquinolones, ATC code: J01 MA14

Mechanism of action

Moxifloxacin has in vitro activity against M. Tuberculosis, as well as against a wide range of Gram-positive
and Gram-negative pathogcens.

The bactericidal action of moxifloxacin against M. tuberculosis results from the inhibition of the DNA
gyrase, encoded by the gyr4 and gyrB genes.

The wild-type moxifloxacin MIC distribution for clinical isolates of M. tuberculosis has been reported by
different investigators to range between 0.03-1 mg/L. 0.5 mg/L has been suggested as a susceptibility
breakpoint. When resistance to fluoroquinolones arises, it is generally caused by mutations in gyr4. Cross-
resistance within the fluoroquinolone drug class is extensive, though not universal.

Clinical experience

An individual patient data meta-analysis of 50 observational and experimental studies from 25 countries
showed that of 12 030 patients, 7346 (61%) had treatment success, 1017 (8%) had failure or relapse, and
1729 (14%) died. Compared with failure or relapse, treatment success was positively associated with the use
of linezolid (adjusted risk difference 0-15, 95% CI 0-11 to 0-18), levofloxacin (0-15,0-13 to 0-18),
carbapenems (0-14, 0-06 to 0-21), moxifloxacin (0-11, 0-08 to 0-14), bedaquiline (0-10, 0-05 to 0-14), and
clofazimine (0-06, 0-01 to 0-10). There was a significant association between reduced mortality and use of
linezolid (-0-20, -0-23 to -0-16), levofloxacin (-0-06, -0-09 to -0-04), moxifloxacin (-0-07, -0-10 to -0-04), or
bedaquiline (-0-14, -0-19 to -0-10). It was concluded that, although inferences are limited by the
observational nature of the data, treatment outcomes of multidrug-resistant tuberculosis were significantly
better with use of later generation fluoroquinolones, such as moxifloxacin, as well as with use of linezolid,
bedaquiline, clofazimine, and carbapenems.

5.2 Pharmacokinetic properties

The absorption characteristics of [TB230 trade name] have been determined in healthy volunteers for
moxifloxacin and summarised in the following table

Moxifloxacin
Characteristic Arithmetic mean L Standard deviation
(Geometric mean)

Maximum concentration (Cinax) 2.123+0.673

(2.039)
Area under the curve (AUCo...), a measure of the 294£57
extent of absorption (28.9)
Time to attain maximum concentration (Tmax) 2.30 £ 1.09 hours
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Pharmakokinetics of Moxifloxacin
Moxifloxacin

Absorption

Absolute bioavailability

91%

Oral bioavailability

Rapid and almost complete absorption after oral administration

Food effect

Absorption not affected by concomitant food intake (high fat meal)

Distribution

General

Rapid distribution to extravascular spaces
Steady-state within 3 days (with 400mg once daily regimen)

Volume of distribution at
steady state (mean)

Approximately 2 L/kg

Plasma protein binding

Approximately 40-42 %, independent of the concentration of the drug.
Mainly bound to serum albumin

Tissue Concentration Site: Plasma ratio
Plasma 3.1 mg/L -
Saliva 3.6 mg/L 0.75-13
Blister fluid 1.6' mg/L 1.7"
Bronchial mucosa 5.4 mg/kg 1.7—2.]
Alveolar macrophages 56.7 mg/kg 18.6 —70.0
Epithelial lining fluid 20.7 mg/L 5-7
Maxillary sinus 7.5 mg/kg 2.0
Ethmoid sinus 8.2 mg/kg 2l
Nasal polyps 9.1 mg/kg 2.6
Interstitial fluid 1.0°mg/L 0.8 —1.4*
Female genital tract* 10.2° mg/kg Ly
*intravenous administration of a single 400mg dose

' 10 h after administration

* unbound concentration

3 from 3 h up to 36 h post dose

4 at the end of infusion

Metabolism

sulfate conjugation

Phase II biotransformation: 52% of an oral dose as glucuronide and

Active metabolites None
Elimination
Elimination half life Approximately 12 hours

Mean systemic clearance
(CI/F)

179 to 246 mL/min (following a 400 mg dose)
Renal clearance about 24 — 53 mL/min suggesting partial tubular
reabsorption of the drug from the kidneys

% of dose excreted in urine

Approximately 19 % for unchanged drug
Approximately 2.5 % for the sulfate-metabolite
Approximately 14 % for the glucuronide-metabolite

% of dose excreted in facces

Approximately 25 % of unchanged drug
Approximately 36% for the sulphate-metabolite
No recovery for the glucuronide-metabolite
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Pharmacokinetic linearity Linear in the range of 50 - 1200 mg after single dose and up to 600 mg
after once daily dosing over 10 days.

Drug interactions

Metabolizing enzymes No interactions with drugs undergoing Phase 1 biotransformation
involving cytochrome P450 enzymes

No indication of oxidative metabolism

Elderly and patients with low body weight
Higher plasma concentrations are observed in healthy volunteers with low body weight (such as women) and
in elderly volunteers.

Renal impairment

The pharmacokinetic properties of moxifloxacin are not significantly different in patients with renal
impairment (including creatinine clearance> 20 mL/min/1.73 m?®). As renal function decreases,
concentrations of the M2 metabolite (glucuronide) increase by up to a factor of 2.5 (with a creatinine
clearance of < 30 mL/min/1.73 m?).

Hepatic impairment

On the basis of the pharmacokinetic studies carried out so far in patients with liver failure (Child Pugh A, B,
C). it is not possible to determine whether there are any differences compared with healthy volunteers.
Impaired liver function was associated with higher exposure to M1 in plasma, whereas exposure to parent
drug was comparable to exposure in healthy volunteers.

53 Preclinical safety data

Effects on the haematopoetic system (slight decreases in the number of erythrocytes and platelets) were seen
in rats and monkeys. As with other quinolones, hepatotoxicity (elevated liver enzymes and vacuolar
degeneration) was seen in rats, monkeys and dogs. In monkeys, CNS toxicity (convulsions) occurred. These
effects were seen only after treatment with high doses of moxifloxacin or after prolonged treatment.

Moxifloxacin, like other quinolones, was genotoxic in in vitro tests using bacteria or mammalian cells. Since
these effects can be explained by an interaction with the gyrase in bacteria and - at higher concentrations - by
an interaction with the topoisomerase II in mammalian cells, a threshold concentration for genotoxicity can
be assumed. In in vivo tests, no evidence of genotoxicity was found despite the fact that very high
moxifloxacin doses were used. Thus, a sufficient margin of safety to the therapeutic dose in man can be
provided. Moxifloxacin was non-carcinogenic in an Initiation-promotion study in rats.

Moxifloxacin was proven to be devoid of phototoxic and photogenotoxic properties when tested in a
comprehensive programme of in vifro and in vivo studies. Under the same conditions other quinolones
induced effects.

At high concentrations, moxifloxacin is an inhibitor of the rapid component of the delayed rectifier
potassium current of the heart and may thus cause prolongations of the QT interval. Toxicological studies
performed in dogs using oral doses of 90 mg/kg leading to plasma concentrations 16 mg/L caused QT
prolongations, but no arrhythmias. Only after very high cumulative intravenous administration of more than
50-fold the human dose (> 300 mg/kg), leading to plasma concentrations of > 200 mg/L (more than 40-fold
the therapeutic level), reversible, non-fatal ventricular arrhythmias were seen.

Quinolones are known to cause lesions in the cartilage of the major diarthrodial Joints in immature animals.
The lowest oral dose of moxifloxacin causing joint toxicity in juvenile dogs was four times the maximum
recommended therapeutic dose of 400 mg (assuming a 50 kg bodyweight) on an mg/kg basis, with plasma
concentrations two to three times higher than those at the maximum therapeutic dose.

Toxicity tests in rats and monkeys (repeated dosing up to six months) revealed no indication regarding an
oculotoxic risk. In dogs, high oral doses (> 60 mg/kg) leading to plasma concentrations > 20 mg/L caused
changes in the electroretinogram and in isolated cases an atrophy of the retina.
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Reproductive studies performed in rats, rabbits and monkeys indicate that placental transfer of moxifloxacin
occurs. Studies in rats (p.o. and i.v.) and monkeys (p.o.) did not show evidence of teratogenicity or
impairment of fertility following administration of moxifloxacin. A slightly increased incidence of vertebral
and rib malformations was observed in foctuses of rabbits but only at a dose

(20 mg/kg i.v.) which was associated with severe maternal toxicity. There was an increase in the incidence of
abortions in monkeys and rabbits at human therapeutic plasma concentrations. In rats, decreased foetal
weights, an increased prenatal loss, a slightly increased duration of pregnancy and an increased spontaneous
activity of some male and female offspring was observed at doses which were 63 times the maximum
recommended dose on an mg/kg basis with plasma concentrations in the range of the human therapeutic
dose.

6. PHARMACEUTICAL PARTICULARS
6.1 List of Excipients

Core tablet: Croscarmellose sodium, hydroxypropyl cellulose, lactose monohydrate, magnesium stearate
and microcrystalline cellulose.

Film coat: Hydroxypropyl methylcellulose, iron oxide red, polyethylene glycol, purified talc and
titanium dioxide.

6.2 Incompatibilities
Not applicable

6.3 Shelf life

60 months: Alu-Alu strip packs
36 months: Alu-Alu blister packs
60 months: Alu-PVC blister pack
6.4 Special precautions for storage
Store below 30°C in a dry place. Protect from light. Store in the original container.

6.5 Nature and contents of container

__Alu-Alu blister pack made of blister aluminium foil and cold blister foil. Each blister pack contains 5
tablets and 1 or 20 such blister packs are packed in a carton along with the leaflet.

Alu-Alu strip pack made of plain and printed aluminium foil. Each strip pack contains 5 tablets and 1
or 20 such strip packs are packed in a carton along with the leaflet.

_Alu-Alu blister pack made of blister aluminium foil and cold blister foil. Each blister pack contains 7
tablets and 10 such blister packs are packed in a carton along with the leaflet.

Alu-Alu strip pack made of plain and printed aluminium foil. Each strip pack contains 7 tablets and
10 such strip packs are packed in a carton along with the leaflet.

Alu-Alu blister pack made of blister aluminium foil and cold blister foil. Each blister pack contains 10
tablets and 10 such blister packs are packed in a carton along with the leaflet.

Alu-Alu strip pack made of plain and printed aluminium foil. Each strip pack contains 10 tablets and
10 such strip packs are packed in a carton along with the leaflet.

© Alu-PVC blister pack. Pack size: 10x10 tablets
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6.6 Method of administration, extemporaneous formulation for children.

Extemporancous formulation for children

Two small bowls, drinking water, a teaspoon and a 10 mL oral syringe with I mL markings are needed for
preparing the extemporaneous formulation. The following steps should be applied:

i

T

One 400 mg tablet should be disintegrated in a small bowl in 10 mL of drinking water by stirring
gently.

The required portion of the mixture (see dosing table above) should be withdrawn with the syringe.

The withdrawn mixture should be mixed with additional liquid or semi-solid food to mask the bitter
taste.

The mixture should be administered immediately to the child.
Any unused mixture must be discarded.
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[HCTpyKUis Mpo 3acTocyBanus mikapebKkoro 3aco0y abo indopmaris mpo
3aCTOCYBaHH JIIKAPCLKOTO 3aC00y, 3aTBepIKeHa 3 HO 3 HOPMaTHBHHUMH
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MOKCH®JIOKCALUH (¥ BUTJISIAI I'TAPOXJIOPUY) 400 MI'
TABJIETKH
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Mokcudmokcaunn (rigpoxaopum) 400 Mr TabieTky
(Makneonc ®apmacstotikanc Jlimiten), TB230

WHOPAR,
yacTHHa 3

JInnens 2021

JHUCTOK-BKJATHUII 3 ITH®POPMAIIIEHO JJIA ITAITIEHTIB

ITpeMeToM 1BOTo MHMCTKA-BKIAININA 3 1H(pOpMAILICIO JUIsl NALICHTIB € 3aCTOCYBAHHS npemnapary,

10 posridaacTbes Bizutinom nonepenusoi oninkm mikapeskux 3aco6is BOO3. Pexomenpanii

IIO/10 3aCTOCYBAHHA IPYHTYIOTECS Ha KEPIBHUX IT

opraxis.*

puniMnax BOO3 Ta na indopmanii perymorounx

Jlixapcokuii 3aci6 Moxe GyTH 3apeecTpoBanuit IS JOIATKOBOro a60 IHIIIOrO 3aCTOCYBAHHS

HALIOHAIBHUMH PETYJIFOI0YHMH OPTaHAMH.

*https:// extranet.wim.ianpqwcb/sitcs/default/ﬁles/documems/?S%ZOSRA%Z()ciariﬁcaliun_F eb2017_newtempl.pdf
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Moxkcudmoxcaumn (rigpoxinopin) 400 Mr TadreTkn WHOPAR, Jlunens 2021
(Makneonc ®apmacsiotnkac Jlimiten), TB230 yacTHHa 3

TH®OPMAIIIS JIJIS ITAINEHTA

[TB230 roproea nasgal*
Moxendnokcaru (rinpoxnopusn)

Hepm nix noyaTu upuiimarn uei Npenapar, yBaskHo NPOYHTANHTE Bech JIHCTOK-BK/IATHIII,
OCKIILKH BiHl MICTHTB BaXJIHBY 13 Bac indopmauir.

- 30epiraiiTe THCTOK-BKNAHIL. MOMKIMBO, BAM IOBEAETHCA NPOYHTATH HOro wie pas.

- Axwo y Bac ¢ 3amiranng mono ikapeskoro 3aco0y, 3BEPHIThCA 10 CBOTO JliKaps.

- Ueii nikaperkuii 3aciG npusnayeHuii tume pam. He nepeiapaiTe #oro iHmmMM ocobam. Lle
MOZKE 3aBJaTH iM IIKOJH, HABITb AKIIO IXHI O3HAKH XBOPOOHU Taki 3k, sk y Bac.

- Skmo y Bac cnocrepiranuck axi —HeGyab nobiuni peakiii, 3BepHiThCA 10 cBOro Jikaps. Jlo
HHUX BIZIHOCATBCA i Byab-AKi MOKIMBI MOGiuHi peaxilii, He 3a3Ha4eHi B [IbOMY THCTKY.
Jusitecs Posnin 4.

o MicTHTECs B HBOMY JIHCTKY:

o Take [TB230 Toprosa Ha3pa] Ta 115 4oro 33aCTOCOBYETBCS

IIlo notpi6Ho 3naTH, nepiu Hix npuiiMarty [TB230 Toprosa nazea]
Ak npuiiMati [TB230 Topropa Hazea]

Mosugi noGiuni peakuii

Ak 36epiratn Tabnerkn [TB230 Toprosa Hasea]

BwmicT ynakosky Ta iHina indopmauis

O D0 og B B

1. ITo take [TB230 Toprosa nassa| Ta ais 4oro ix NpHIMAKTE

[TB230 Toproea Haza] MicTATh B SIKOCTI aKTHBHOT PeYOBHHH MOKcHdokcams. Mokcudokcarmn
HaJICXKHUTb 110 IPYINH aHTHOIO0THKIB, AKi HAa3HBAIOTECA GTOPXIHOTOHAMH.

[TB230 Toprosa Ha3Ba] mpu3HaYacThCsA B KOMOIHALLT 3 HILMMK MPOTHTYOEPKYIbO3HUMH JTIKAPCHKHMH
3acobamu NpH JIiKyBaHHI TyGepKyb03y.

[TB230 Topropa Ha3ga] npu3HAYaETHCH AK aHTHMIKoOaKTepianbHUil npenapat apyroi JiHii nuue TOAI,
KOJTH JIIKK NepuIoi NiHii He miaxonaTs yepes criiikicTs a6o HETEPEHOCHMICTh.

o6 noericTiO BHITIKYBaTH TyGepKy/b0o3, BH MOBHHHI NPONOBXKYBATH NPHHMATH LieH npemnapar
TPOTATOM YChOTO TEPMiHY JIIKYBaHHS, HABITH AKIIO BH 104yBATHMETECH Kpalle 10 3aKiH4eHHsS TepMiHy
nikyeanns. Lle myzxe Baxngo. Takok BaxIMBo, 06 BH He TIPOITYCTHIIH >KOTHOT I03H.

2. lo norpi6uo 3uatu, nepu nix npuiimarn [TB230 Toprosa Hazga|]

He npuiimaiite [TB230 Topropa nassal:

- Hxwmo y Bac anepris (miBuinenHa YyTIMBICTS) Ha Aitouy PeYOBHHY MOKCH(IOKCALHH, Oynb-sKi iHIIi
XIHONOHOBI aHTHGIOTHKH aG0 GyAb-aKwuit iHIMiT iHrpeienT TabreToK [TB230 Toprosa naszgpa].

- Aximo y Bac pauiwe 6yau npoGiemu 3 CYXOJKHIUIAMH, OB A3aHI 3 JIIKYBAHHAM XiHONOHORMMH
aHTubioTHKaMu (muBiThes Posain «IlonepemkenHs Ta 3ano6ixkHi 3ax0au» Ta po3ain 4 «Moxuei no6iuni
peaxiii»),

= SIKIIO BH HAPOJMIIHCS 3 HACTYNMHUMH CTAHAMU 260 Y Bac € HaCTYIHI CTaHH:

* NeBHi BiIXWIeHHA B enextpokapaiorpami (EKT, CICKTPUYHMI 3aIHC Ceplis), MONOBKeHHA iHTepRany QT
* mucbanauc conti B Kposi, 0coBIMBO HU3bKA KOHIEHTPALis Kamilo B KPoBi (rinokaniemis)
* Iye NOBIIbHUI mynbe (6panukapiis)

* Toprosi HA3BH He NPOXOAATH MONEPeaHI0 kBanidikauito BOO3. 3a ue sinnosinac Hauionansuuii OpraH perymoBaHHa B cepi 06iry ikapchkux 3acobis
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* cnabke cepue (cepleBa HeIOCTATHICTh)

* B aHAMHE3] NOPYIIEHHS CePLEROTro PUTMY (apuTMmil)
* TaAKe 3aXBOPIOBAHHA NCUIHKH a60 niaBMILEH S PIBHS TICYiHKOBHX hepMenTiR (TpaHcaminas) 6iTbIu, Hik ¥

5 pasiB BUILE BEPXHBOT MEXKi HOPMIL.
Ionepenxenns ta sanobixui 3axoan

- [TB230 toprosa na3sa) MoxyTh 3MinutH EKI cepus, 0co0InBO Y KiHOK 200 Jiroseii moxXunoro BIKY. Ko min
Yac JIKYBaHHA BM BiNUyBa€Te IPHCKOPEHe CEpUEOHTTA abo HEperysipHe cepueduTTsA, ciig HerafiHo
TNOBIZIOMHTH TIPO Lie JliKap. Jlikap, MoxnuBo, npusHaunts, EKT mns BUMIDIOBaHHs CEPLEBOTO PUTMY.

® AKIIO BH NPHHAMACTE iIMui JiKH, 1O TPH3BOATL 10 MeBIHX Binxiviens 1ma EKT (muB. pozain «limi niku
Ta [TB230 Toprosa Ha3ga)) Bawr fikap Mowxe CKOperyBaTu 103y BaluMX JIKiB i Oy/le YBaKHO CTEKHTH 32
CepUCBIM PHTMOM Ta piBHEM Kalilo B KpoBi, ockineku [TB230 Ttoprosa Ha3Ba] MOXYTh CNPHYHHHTH
nonoeAeHus iTepsany QT, nepHi 3minn Ha EKT.

¢ SIKImo Bu npuiiMaete Oyab-siki JiKkH, 110 3HUKYIOTL PiBeHb Kanito B KpOBi, MPOKOHCYILTYITECH 31 CBOIM
nikapem, nepur Hix npuiiMaru [TB230 Toprosa Ha3Ba).

- Pusuk cepuesux npoGnem mMoske 3poctaty i3 36imbleHHsM 103N, ToMmy citin IOTpUMYBATHCS NPU3HAYEHOT 03U,
- He cnin npuiimatn antuGakrepiansni npemaparu GTOpXiHOMOHIB / XiHONMOHIB, BKIIOYAIOYM MOKcH(IOKCAHH,

AKILO Y Bac paHime Oyau cephosHi moGiuni peakuii npu npuiiomi xiHoNoHIB 260 (ropxiHonowis. V wiit
CHTYallii BaM CJIiJl AKOMOTa IBHIILIE OBiAOMHTH PO Lie CBOTO JiKaps .

- SIKIo BH cTpakiacTe emninenciero abo CTAHOM, LIO BHKITHKAC CYIOMH, NPOKOHCYNIbTYiiTECh 31 CBOIM NiKapem

nmepel THM Ak npuitvati [TB230 TtoproBa masea]. AntuGakTepianbhi npenapati rpynu XiHONOHIB,
Bimoyatoyn [TB230 TtoproBa Hasea] MoXyTh BHKIHKATH CYIOMH. SIKWIO Take cTanocs, HeoOXiaHo
HeraiiHo NpunuHATH npuiiom [TB230 Toproga Ha3sga] Ta 3BEPHYTHCA 10 CBOT'O JIKaps.

- Bu MoxeTe 3iTKHYTHCA 3 npobieMaMH NICHXiYHOTO 310POB'S HABITH TIij| Yac NEPIIOro NpHiioMy XiHOJOHOBHX

aHTHOIOTHKIB, BKTIOYaoun [Toprosa Hasea TB230].V nyxke piakicuux BuTaaKax aenpecis a6o npoGnemu
3 TCHXIYHHM 3/10POB’AM MNpPHM3BOMATE 1O AYMOK MPO caMoryGcTBO Ta MOBE/IHKH, HaNpaBJIeHOi Ha
CIpHIHHEHHA c001 WIKOLM, HANPUKNaZ, cripobu camoryGeTsa (MMB po3min 4 "MoxaHei no6iumi edexru").
JIKILO 'y Bac pO3BMBAIOTLCA Taki peakilii, NPHIHHITH npuiiom [TB230 Toprosa Hassa] Ta HeraiisHo
TIOBIIOMTE IO Lie CBOTO JiKaps.

- Jlkmo Bu konu HeOyab Manu OyAb sKi NCHXiYHI PO3NANM, TMOBIIOMTE CBOrO JiKapsa repe] 3acTOCYBAHHAM
[TB230 Toprosa Ha3ga].

- SIKII0 B CTpakjaeTe MiacTeHiclo rpaBic (aHOMallbHA BTOMTIOBAHICTh M’s3iB, 110 IPU3BOAMTE 10 cnalkocTi Ta

Y CEpHO3HMX BUNaAKax napaiidy), mpuiiom [TB230 Toprosa Ha3Ba] MOXKE MOTIPLINTH CHMITOMH BallOro
3aXBOPIOBAHHA. SIKIO BH BBAXkAETE, 10 CHMIITOMH MOTIiPIIKINCS, HETaliHO 3BEPHITLCS 110 JiKaps.

- Moginomre ceoro nikaps:

*/IKIo y Bac AiarHOCTOBAHO 30iMbUICHHA aB0 «OMYKIICTB» BENMKOL KPOBOHOCHOI CyIMHM (aHeBpH3Ma
aopTH abo nepudepHIHa AHEBPHU3MA BETHKHX CYIHH).

* Jlxmo y pac Oye nomnepemsiit emizom xucexuii aopTH (pO3pHB CTIHKM aopTH) abo 3aXBOPKBAHHSA
CEpLEBHX KIallaHIB.

* Axmo y Bac € cimMeiinmii aHamHe3 AHEBPU3MH a0pTH a00 AMCEKUIT a0pTH, XBOPOOH cepleBNX KIanaHis
abo iHwmMxX QakTopie pusuky abo mepeayMoBH (Hanpuknan, posnaaM CHOMY4YHO! TKAHHHH, Taki sk
cuHApoM Mapdana, abo cymuHHuit cunapom Enepca-Ilamioca, a6o CYIMHHI PO3JTamH, Taki sk apTepiir
Takascy, riraHTOKTITHHHUI apTepiiT, XBopo6a Bexuyera, BucokHii KPOB'SIHHH THCK, PeBMATOIHUI apTpHT
abo BifoMHii aTepockiepos).

*PanToBuil cHIbHMIT GLIb y KHBOTI, rpysx a6o cnuui, a6o PO3BHBAEThCA 3aJMLIKA, CePUeOUTTS

a00 nHabpsAK (HaKONMHYEHHs PiIMHK) B KHBOTI a60 HOrax MoKe OyTH 03HaAKaMH pO3MIApyBaHHA aopTH abo
3aXBOPIOBAHHA KilalaHa cepus. SIKINO y Bac CrocTepiraeThes 1Ock i3 NepesiveHoro, HeraifHo 3BEpPHITHCA
10 BiJTINICHHS IIBHAKOT IOMOMOTH.

- Jlxuo y Bac abo Gy/b-AK0ro YieHa Bawoi poaHHu € AeiumT rmoko30-6-pocdaraeriaporenasu (G6PD,

piAKicHe cIagKoBe 3aXBOPIOBAHHS), IOBIIOMTe CBOTO niKkaps, AKuil IpHiiMe pilleHHA, 010 MOXKIHBOCTI
sacrocyeannd [TB230 toproea Hasea].

- IcHye HeBenMKnmii PU3MK TOTO, MO y Bac MOke PaNTOBO BHHHKHYTH TAXKKA allepriyna peaxiis (aHadinaktuyna
PEaKLis/ oK) HABITH NPH Nepiiil 103i. CHMITOMH BKIIOYAIOTh CTHCKAHHS B IPyIsIX, 3aMaMOPOYEHHS, HY10TY
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- 200 HenpUTOMHICTB a0 3aIAMOPOYEHHS TP BCTARAHHI.
AKIO cnocTepiraloThes Taki CUMITOMM, TPHITHHITE npuiiom [TB230 Topropa nassa) i neraiino 3BEPHITHCH 3a
MEJIMYHOIO JIONOMOTOH.
- JIKWO y BAc 3aXBOPIOBAHHSA TEYiHKH, TIPOKOHCYJILTYHTECs 31 CBOIM JiKapeM Iepe THM, K TipuitMaTH [TB230
TOpProea Hasaa).

- [TB230 ToproBa Ha3pa] Mo e CHPHYMHHTH WIBMIKE Ta TSKKe 3analleHHs MeYiHKM, MO MOXKe NMPU3BECTH 10
Hebe3neyHo! IS JKUTTA NeyiHKOBOT HEN0CTATHOCT] (BKMIOYAOYH JIeTAbHI BMNAIKH, JUBITHCH Poznin 4
«Mosxnuei noGiuni peakuii»). Skio Bu panToBo MOYYBACTECh NMOTaHO Ta/abo XBOPHM, @ TaKOX y Bac
JKOBTIIOTh OIIKH 04el (KOBTSHMLA), moTeMHina ceua, 3YIMTH IIKIpa, € CXHIBHICTH A0 KPOBOTedi abo
3dXBOPIOBAHHA TOJIOBHOIO MO3KY, CIOPHYHHEHE pO3NajaMH IeYiHKH (cumnToMH 3HIDKEHOT (yHKIIT
nediHkH abo WBHIKE i TskKe 3ananenus meuinku), Oyab-nacka, 38°sKiThes 31 cBoiM stikapem, nepu Hix
npuiiMaTi TabneTKH.

- JIK1lo y Bac po3BMBAETBCA LIKipHA peakiis abo YTBOPIOIOTBCS IyXHPi / NyWHThCA Iikipa Ta/aGo € peaxuii
Cnu30Boi 060n0HKH (auBiThCA Posmin 4 «Moxmusi no6iywi Peakuii»), HeralHO 3BEpHIiTLCA 10 Tikaps mepen
THM, 5IK NPOJOBKUTH JIIKYBaHHS.

- XiHONOHOBI aHTHOIOTHKH MOKYTh 3po0HTH  Bamly KipYy OGifbII YYTIMBOK 10 COHAYHOTO a6o
ynbTpagionerosoro cBitia. Cnia yHukaru TPHBAJIOr0 BILUIMBY COHSYHOIO CBiTJA a00 CHJIBHUX COHSYHHX
NIPOMEHIB, @ TaKOXK He CIifl KOPHUCTYBATHCS comsipiem abo Gyab-skowo iHmow Yd-maMnoo mig yac npuiioMy
[TB230 Toprosa nasea].

- B MoxeTe pinko BiyyBaTH CHMNTOMH ypaskeHHA HEpBIB (HeBpomarii), Taki Sk Ginb, medinus, NOKOJIIOBAHHS,

OHIMiHHA Ta/ab0 crabKicTh 0coGIMBO B cTOMAx i Horax afo pyKax i KicTAX. SIKIIO 1e cTanocs, MpHIMHITE

npuiiom [Toprosoi nazsu TB230] i neraiiHo nopizoMmTe cBoro nikaps mo6 3anobirTH po3BHTKY TOTeHwiiiHO

HE3BOPOTHOTO CTaHy.

VY Bac Moke BMHMKHYTH jiapes min wac abo micis npuiiomy antuOioTHKIB, BKmouaroun [TB230 TOpProBa

Ha3Ba). fIkulo BOHa cTae TAKKOK abo cTilikoro, a6o Bu TNioMiYaeTe, IO y BUIOPOKHEHHI MiCTHTBCA KpoB abo

CIIU3, CNif HeraifHo npunuEMTH npuiiom [TB230 TOProBa Haspa] Ta NPOKOHCYNBTYBATHCA 3 JikapeMm. V wiit

CHTyauii He cilif mpuiiMaTi NiKK, AKi 3yNHHAIOTH 200 YIOBIIEHIOWTS nedexaltiio.

- MoxyTs pinko BHHHKaTH GLIb i HAOpAK y cyrno6ax, 3ananeHHs abo PO3PHB CYXOKHIUIA. Pu3nk 30inb1myerhes
0cOONHBO y mMalieHTiB JiTHbOro Biky (moHam 60 POKiB), Nali€HTIB 3 TpaHCIIAHTOBAHHMH OpraHaMi,
3aXBOPIOBAHHAM HHPOK ab0 AKILO NPHIMAIOTECA KOPTHKOCTEPOIH. 3ananeHus Ta PO3PHBH CYXOKIIb MOKYTh
BHHUKHYTH NMPOTATOM NepUIHX 48 rojMH TiC/A 3aCTOCYBaHHA Mpemapary a6o HaBiTh MPOTATOM JIEKIIBEKOX
MICALIB MiCAA NPUIMHEHHA Tepanii MOKCH(IOKCALHHOM. Ilpy mepmux o3Hakax Gomo aGo 3amaneHHs
CYXOXHMANA (HalpMKIA LIMKONOTKM, 3aIl’scTsi, JiKTH, Iieua, KOJiHa) cMil mpunuHuTH npuitom [TB230
TOProBa Ha3Ba], HEeraifHO 3BEPHYTHCA 10 NIKaps Ta 3ATMLINTH Y CHOKOI ypaxkeHy AiNsSHKY. YHMKaiiTe 3aliBuX
(isHyHMX BOPaB, OCKIILKH Le MOKe 3GUTBIIHTH PH3HK PO3PHBY CYXOXKHUILIA.

- Ko BM mauieHT NiTHROrO BiKy i y Bac HasBHi mpoGiemy 3 HHPKaMH, 000B’A3K0OBO nuiiTe Garato pimmHu mix
4ac npuitoMy [Toprosa Hazea TB230]. 3HeBoIHEHHS MOXKE 361IBIIHTH PH3UK HHPKOBOT HEOCTATHOCTI.

- Skwo y Bac niaGer, (TOpxiHOMOHOBI aHTHGIOTHKM Taki sk [TB230 Toprosa Hasea] MoxyThb yCKJIaAHHTH
KOHTpPOZb LyKpy B KpoBi. Iepesipsiite perynspHo pisens mykpy y KpOBI Ta MOBIOMJIAHTE BAILIOr0 iKaps 1po
Oyab AKi npodieMH.

- Jkmo nin vac npuiiomy [TB230 Toprora Ha3sga] TOTIpIIyeThes 3ip ab0 AKINO 3/1a€ThCA, [NO WO BAm OYi
YpakeHi, HeraiiHo 3BepHITBCS 110 TikapA-oQTanbsMonora.

Tpueani, wo cnpusunsioms insanionicme ma nomenyiiino He360pomHi cepitosni nobiuni pearyii

AHTHOaKTepianbHi nikapceki 3acoGH  rpymm dTopXiHONOHIB/XIHONOHIB, BKIIOUANOYH [TB230 ToproBa Ha3ga]
TMOR’A3YIOTE 3 AK€ PiAKICHUMH BHIIAAKAMH TPHBAJIMX (TpHBANTHX MIiCALAMH Y1 POKAMHM), CIIPUSIEOUHX iHBATIAHOCTI Ta
NOTEHUIAHO HE3BOPOTHIX CepHO3HUX MOGIYHHX peakuiii Ha-tiks: BoHH BKIIOYAI0Th Gilb y CyXOKHIISX, M’S3aX Ta
Cyrnobax BepXHiX Ta HIXKHIX KiHUIBOK, TpymHOIIi npu xoa601, aHOManbHI BifUYTTA, Taki sK UIMHILKH Ta TOJKH,
TIOKOMIOBAHHSA, JIOCKOT, OHIMIHHA a0 nediHHs (mapecTesis), pO3Nann YyTTA, BKIOYAKOYH MOTIPIIEHHs 30pY, CMaKy,
HIOXY Ta CIlyXy, JeNpecid, MOTipIIeHHs Mam’ ATi, CHIIbHA BTOMA Ta Cepiio3Hi po3naau cHy. SIKuio BH BifuyBacTe moch
13 mepeniyenoro micus npuiiomy [TB230 TOProBa HasBa], 3BEPHITLCA JI0 CBOIO JiKaps Nepes THM sk IIPOIOBKYBATH
nikysauHs. Bu ta Bam nikap npuiiMeTe piemns TIPO TPOIOBKEHHA JTIKYBaHHS.

HiTa Ta nigniTku

V niteii [TB230 Toprosa nasea] Mosxe CNPHYHHUTH MOWKOKEHHA Xpswis. OTxe, AITH MOBHHHI npuitMaTti
[TB230 Toproea Hazea] nuiie Tomi, KOIu nikap abo MeanyHuii nMpaniBHMK BBaxac, 110 KOPHCTh TIEPEBHILYE

PU3HK.

I meanyni npenaparu ta [TB230 trade name]
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byne nacka, noeinomre cporo nikaps, skuio Bu MpuiiMacte 3apas, HelwonaBho npuitManu abo mmanHyere
NpHHMATH Oy Ab-sIKi 1HINI KK, BKIKOYAIOYH JHKH, 110 BiamyckaoTees 6e3 penenta. Bonu MOKYTh BIUIHBATH Ha
xiro [TB230 trade name] aGo [TB230 trade nameJMoske BIUTHBATH Ha TXHIO 10,

Bu noBiHHI NOBILOMUTH CBOTO JliKaps, AKIIO BH npuiimacre:

*  IHuni niku, 1110 BITHBAKOTL HA BALI CEpLEBMIi pUTM, TaKi SK;

- JIKH, 0 BIUTMBAIOTH Ha HACTOTY CEPUEBMX CKOpOYeHb ab0 PUTM (HATPUKIAN, Xinidun, elopoxinioun,
Qusonipamio, amiodapon, comanon, dogemunio, ibymunio),

- JLKM, 11O 3aCTOCOBYIOTHCA /NS NIKYBAHHA THKKHX TCHXIMHHX posnanis (Hanpuknanm, ¢hewomiasunu,
RIMO3UO, cepmundon, 2aronepudon, cyabmonpuo),

- TPUIMKIIYHI auTHAenpecantH ( 3acolM JiKyBaHHs aempecii, Taki Ak amimpunmunin, xnominpamin,
O0Kcenin, iMinpamin, nopmpunmunin),

- IHWI npenmapartd, 110 BUKOPMCTOBRYIOTHCA JUIS nikysanug indekuiii (sanpuknanm, craphaoxcayun,
BHYTPILIHBOBEHHHUIT epumpomiyun, nenmamioun, npomumanapiuni 3acobu, 0co6IHBO 2anoghanmpun),

- IlesiKi aHTHTiCTaMiHHI IIpenapath (HanpuKaz, mepegenadun, acmemizon, mizonacmun),

- I JTikH (HanpuKNan, yusanpud, Genpudun).

* IHwi 7ikW, MO 3HWKYIOTH piBeHbL Kanilo B KpoOBi (Hanpukman, Aeski AiypeTHKM [ikm, w0 3MYIIYIOTh
NpONyCKaTH BOXY], Heski NPOHOCHI Ta KIi3MH [BHCOKI N03H], KOPTHKOCTEPOIAM [MpoTH3anmanbHi
npenapati], amporepuuns B).

= DByne-ski niku, mWo MicTATE maznii aGo amominiii (Hanpukian, anmayudu npu po3nai TpaBIeHHS LLTYHKY),
sanizo, yunx abo dudanosun, abo Gyb-aKi KN, 110 MICTATH CYKpaibgham (1A NKYBAHHS LLTYHKOBHX
PO3MaiiB), MOXKYTE 3MeHIIMTH mifo [TB230 Toprosa Hasga]. [Ipuiimaiite [TB230 Toprosa Hassa] 3a 6 roaun
10 abo nmicis NPHHOMY HIITHX TIKIB.

*  Bynp-axi Jiky, 10 MICTATE BYFUUIS OXHOYACHD 3 [TB230 Toproa Ha3ga]. Byrinis smenmye
airo [TB230 Toprosa Haspa]. PekoMeH/IyeTbCs He 3aCTOCOBYBATH I JTIKH pazoM.

* ko BW 3apa3 npuiimaere mpenmapati s PO3PIUKEHHA KPOBi (IIepopabHi aHTHKOATYNSHTH, Taki s
éapghapun), MOKIHBO JTiKapio NoTpiGHo Gye KOHTPOJIIOBATH ac 3rOPTAHHS KPOBi.

[TB230 Toproea Hasea] Ta BXKHBaHHs TKi

[TB230 Topropa Ha3Ba] MOKHa MPHIMATH He3aNEKHO Bijl BKHBAHHS T3,

BarithicTs Ta roxyBaunns rpyaio

ko BH BariTHi a60 mIaHyeTe BariTHICTH, BaM CIIij 38’ sA3aTHCA 31 CBOIM JikapeM , moG 06roBOPHTH NMOTeHLiiHi
[I€peBary Ta pU3HKH Tepanii TyOepKkynIp0o3y MIst Bac Ta BAILOT AUTHHM.

Ockinbku Gesneka mpuifomy [TB230 Toprosa Ha3Ba] MiA Yac BariTHOCTI He JOCHiMKyBamack y Imonen, ciij
YHMKaTH BariTHOCTI Mix 4ac mikyeaHHA. Bu abo Bam NapTHEp MOBMHHI BHKOPHCTORYBATH HAAiiiHy (opmy
Gap’eproi KoHTpauenuii (Hanpwkiazm, npesepeathe), abo nepopanbHi (Tabnetkn), aGo iHmi ropmosambHi
KOHTPAaLENITHEH (HANPHKIA, iMIUTaHTaT a0 iH’eKIiw0).

OcKiTbKH MOKCH(IOKCALIHH MPOHHKAE Y MOJIOKO MaTepi Ta MOJKE 3alIKOJMTH PO3BUTKY CKENIETa BAIIOi TUTHHY,
HE CJIiJl FOAYBAaTH IPYABMH, a1 yac npuiiomy [TB230 TOproBa Ha3Bal.
Bnue Ha 31aTHICTL KepyBaTH aBTOTPAHCIOPTOM Ta NpauwBaTH 3 MeXaHi3MaMHu

[TB230 Toprosa Ha3Ba] MOXKYTb BHKJIUKATH 3araMOpOY€HHA, IPU3BOAUTH 10 BUHMKHEHHS PANTOBOI THMYacOBOT
BIPAaTH 30py ab0 KOPOTKOYACHOI BTpaTH CBiIOMOCT. SIKIIO y Bac BHHHKAIOTH nonibHi peakuii, He KepyiiTe
aBToMOOineM Ta He npaipoiiTe 3 MexaHi3MaMH.

[TB230 Toprosa Hasga] MicTHTB JNIAKTO3Y.

Skimo Baw nikap NOBITOMIAB, WO y BaC HENMEPEHOCHMICTh NEAKHX LYKpIB, 3BSXiThCA 30 CBOIM JikapeMm a6o
MEIMHHM NPAIiBHAKOM Mepell THM, K NpHiiMaTH ueii Tikapebkuii npemnapar.
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3. AKNPUHAMATH [TB230 topropa naseal.

3asxau npuiimaiite [TB230 Toprosa Ha3Ba] TOYHO Tak

BaM CITiJl IPOKOHCYIbTYBATHCS 3i CBOIM Nlikapew.

» IK PEKOMEH/IOBAHO Bam Jlikapem. SIKILO BH He BIICBHEHI,

Pekomenosana no3a s nopocnux ta miteit i3 Macoro Tina 30 kr i Ginble - oxna Tabnerka 400 Mr oaun pas Ha

ACHB.

Y MeAKHX BUNALKaX Ball JiKap Moxke NPH3HAYHTH BHLLY JI03Y, K IIOKAa3aHO B TabaMLi HHKYeE:

Maca mina Kinvxicmo mabaemox no 400 m2 Hoboea doza
Bio 30 k2 00 36 k2 Juuls 400-600 me
Bio 36 ke do 46 ke 1.5 600 m2

Bio 46 k2 do 56 k2 1.5yu?2 600-800 me
56 ke ma euwye 2 800 m2

[TB230 Toprora Haspa] MOKHa NPHIMATH HE3a1€KHO Bi/ BKMBAHHS 1K,

[TB230 Toproea Haspa] npu3HaueHi s TIEPOPAILHOTO 3aCTOCYBaHH:A. Bu MOKeTe po3zinuTi TabneTky Hammin
B3I0BX JIiHil po3namy, mo6 otpumarn no3y 1,5 TabneTkm, ane He moapiGHIOiiTe TabneTKy i He yiite i npu
KOBTaHHI, OCKiJIbKH BOHa Ma€ FipKHii CMak; KOBTATH ii 3 BENIMKOIO KLTLKICTIO pinunu. Pekomennosano npuiimMary
TabneTKy npubIIH3HO B OIMH i TOH e Yac UoaHs.

Hitsam 3 macoro Tina Bix 24 10 30 Kr peKOMEHIOBAHO MIOMHS 1aBaTH onny Tabnetky no 400 mr [TB230 Toprosa
Ha3Ba)].

JiTaM 3 Macoro Tia MeHwe 24 Kr ¢l 1aBaTh Tpenapar B iHwii Jikaperkiii Gopmi, Hanpuknan TabneTku, 1o
IUCTIEPTYIOTLCA Y POTOBIH MOPOKHMHI, M0 MictaTe 100 Mr MokcH(nokcatny. Skio aaui nikapeski Gopmu
HEJIOCTYIIHI, BY MOXETe IPUIOTYBaTH CYMILI /ISt TUTHHH BHKOPHUCTOBYIOUM TabneTky no 400 mr [TB230 Toprosa
Ha3Ba] AKY PO3YMHAIOTE B 10 MJT piIMHK, K BKazaHO HIZKYE, U1 IOCATHEHHs NIEBHUX KOHUEHTpALIii:

Maca Tina mireii O0’eM cymimi

5-7 xr 2 mn

7-10 kr 3 Mn

10-16 kr SwMn

16-24 kr 5 Mr*-7,5 Ma

24 kr Ta Hinkie BuxkopucroBysatu tabnetku

* Ilitam, skuM NOTPiGHa 1032 5 MII, MOKHA po3ainuTH

Ta0JIeTKy HABML B3NOBK JiHii po3namy i 1aTH HaTOMIcT [0JIOBHHY TabJEeTKH.
Jlist npuroTyBanus wiei cymiwi notpiGHo:

- IBi MaJleHbKI EMHOCTI

- TTHA BOJA

- yaiiHa JoxKa i

- IMNpHIL TS IepopansHoro npuiiomy Ha 10 Mi (zo3atop), mo mae MITKY 0,5 Ma

HeoGxinno BukoHaTH HacTynsi kpoku:

BinMipstu 10 MII nHTHOT BOIM BHKOPHCTOBYIOUH J103aTOP Ta MOMICTHTH Y NEPILY EMHICTD.
Honatu onny tabnetky [TB230 TOproea Hasga).
PeTesnbHO 3MilIaTH 10 po3YMHEHHS.

3Hal1iTh BIANOBiAHY Macy TiNa AMTHHH y HABeIeHiil BHLe Tabnuui (1iBa Kononka).

B =
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5. ToriM moausiTees y kononky npasopyy “06°em CYMILUI”, le NOKA3aHO, CKiNbKH pimuHm HeoOXiaHo HabpaT.

&5

Buxopucronyiite nosatop mna BIIMIPIOBaHHS TOYHOI KifbKOCTI cyMmili 3 nepuwoi eMHocti. BriepHithes, mo

Hemae Gynnballok Ko BiaMiproeTe BiIMOBiHY KUILKICTL cymimi,

7. JlonaiiTe HeBeNMKy KiNbKICTH CONOAKOT iki, alme He GIIBIN Hik YaiiHy J0kKy 10 apyroi emuocti. Lle

HCOOX1IHO LISt TOTO, 100 NPUXOBATH TIpKHii CMaK JiKiE.

Hobpe 3miwaiite conoaky iy Ta pinuny, mo MicTHTE ik

. MlaiiTe HeraiiHo 1MTHHI BCIO cyMimT 3 ApYToi eMHOCTI (JTIKH B CONOMAKII Tki).

10. Slkwo Hesenuka KiNbKicTh cymimi sanummnacs Y Jpyriii €eMHOCTi, OGIONOCHITE CMHICTH HEeBEIHKOIO
KUILKICTIO BOAH | JaiiTe BUMUTH TUTHHI. SIKINO THTHHA He MOKe BUIIATH 3 CMHOCTI, BUKOPHCTOBYIITE JIOKKY
abo MIAmKy IS roayBaHHsA, W00 AaTH AHTHHI pianny, mo 3amummnaca. Lle weo6ximgHo mis TOTO, 1o
BIEBHUTHCS, 110 AMTHHA OTPUMANA [IOBHY 103Y.

I1. Malite nuTHHI WOCK BUMUTH micis npuioMy JiKiB.

12. BuKuHBTE 3aNUIIKK PIHHK B NPTl €MHOCTI.

O oo

IlosToproiite wi aii mopasy, konu BaM NOTPiGHO MaTH Miku
Ilepenosysauns |[TB230 Toprosa Ha3Ba|

Sximo 81 npuiinanm 103y 6inbuy, Hixk HeoOXinHO, Heraiino 3BEPHITLCS 32 MeAMMHOIO Jonomorok. CripoByiite
B3ATH 3 00010 TabNeTKH, WO 3aTHIIIIHCS, YNaKoBKY a0o neif THCTOK-BKIAAMLI, 106 NOKa3aTH JKapeBi o By
TIPHAHATIH.

Skmo Bu 3a6yau npuiinsa [TB230 Toprosa Ha3pa|

Sxwo Bu 3a0ynn npuitnatu TaGrerky, NpuiiMiTh 1i, SIK TLILKH 3rajgacre Toro camoro AHst. SIKHIO BH He
3razacTe TOro CaMoro JHA, NPHHMITE CBOIO HOPMaJbHY 103y (01HY TabneTky) HacTymHoro ana. He npuiimaiite
MonBiiHy 103y, 1106 KoMIeHCYBaTH 3a6yTy 103y, SIKILO BY He BICBHEH] Y TOMY 1110 poOUTH, 3BEPHITLCA 710 CBOTIO
niKaps.

Hxwo By npununuTe npuiivatu [TB230 Toprosa Ha3Ba|

IIponoe:xkyiiTe NpUAMATH MIKK CTLILKH, CKLJIBKM BaM PEKOMEH/IYBAB JIikap, HABiTh AKILIO BH MOYYBAETECh KPaLlle.
SIKIO BM NPUNMHHMTE NpHiioM Npenapary [Toprosa Hasea TB230] 3anazro pano, Bama iHdekwuis Moxe GYTH He
IOBHICTIO BHIIKyBaHa a0 iH(eKuis Moxe T0BEPHYTHCA a0 Ball cTaH Moxe moripuMtHcs. BakTepii, mo
BHKJIMKAIOTh Ballly IHMEKLI0, MOXKYTh CTaTH CTIHKUMH 10 [TB230 Toproea Hasgal.

SIKINO y BAC BUHHKHYTE J0ATKOBI 3aMHTAHHA MO0 3aCTOCYBAHHS IaHOO JNiKapebKOro 3acoly, 3BepHIThCA 10
CBOTO JIiKaps.

4. MOZKJIMBI IOBIYHI PEAKIII]

Ak 1 Bci niku, [TB230 Toprosa Haspa) MOXYTb BUKIHKATH MoGiYHI peakwii, mpoTe BOHM BHHUKAIOTHL He Y BCiX.
Ilpu nikyBaHHi TyGepKy/Ib03y He 3aBXIH MOKIHBO BiAPi3HUTH HebaxkaHi peakuii, cnpuumneni [TB230 TOPropa
Ha3Ba], Bill THX, 110 BHKJIHKaHI OYAb-IKUMH iHIIAMM JKaMH, Ki BH MOXKeTe NMpHiiMaTH 0/HOYacHO, a60 CaMOIO
XBOP0600. 3 i€l MPHYMHM BakKTHBO MOBIIOMHTH CBOTO JiKaps npo Gyab-AKi 3MiHK BAIIOTrO 310POB’A.

SKII0 BH OMITHIIH;

* NOPYUICHH: CEpLEBOTO pUTMY, BKIIOYAIOYH 3aHAATO WIBHIKe cepueOHTTH (piakicHuil noGivmumii edexT) ado
HeperynspHe cepueGHITA (torsade de pointes) aGo symmuky CEpLEBOro pHTMY (Ayxke piakichuii i onHouyacHo
Ayxe HeOe3neuHuit 114 KUTTS NoGiuHmii epext)

* WO BH panToOM MOYHHAETE TOTAHO NOYYBATHCH ad0 MOMiYaeTe MOMKOBTIHHS GLIKIB Ouel, MOTeMHIHHA ceui,
CBEpPOLK WIKipH, CXIIBHICTH 10 KpOBOTEY ab0 TOPYUIEHHA MHCTIEHHS ab0 HecrnaHHa (lie MOXYTh OYTH 03HAKH Ta
CHMOTOMH (yNbMIHAHTHOTO 3aNaleHHA MeYiHKH, 10 MOoxke NPU3BECTH 10 IEYIHKOBOI HENOCTATHOCTI, L0
3arpokye KHTTIO (Iyse piakicHuil noGiuHuii edekT, mo MoXke MaTH JeTanbHi BHIIAKH))

* BUCHIAHHA, NOYEPBOHIHHA, NylIeHHs abo MyXupi Ha IKipi Ta CM30BMX 0GOTOHKAX (cnu3ora obomnonka oyeii,
HOCa, poTa Ta CTaTeBHMX OPraHiB), 0COONMBO 3 JTHXOMAHKOI abo 03HOOOM, 110 MOXke OYTH NOB’A3aHO 3 AyKe
PIAKICHUMH Ta HeOe3MeYHUMHU ISl JKUTTS NOOIYHIMH edexTamu, Wo HazuBalTLCs cHApoM CriBenca-JlxoHcona
Ta TOKCHYHHH erigepMalbHuil Hekpomis, afo iHWIMM cTamom HEBIZIOMOT YaCTOTH, 10 HA3UBACTHCA FOCTPHM
reHepali3oBaHuM €K3aHTeMATO3HNM IIyCTYIb030M, SIKHil B OCHOBHOMY Bpakac IaXBH, max i obmuys,

© 3anancHHA KPOBOHOCHMX CYAMH, O3HAKaMH SIKUX MOXYTh OYTH 4epBOHi IUisiMH Ha WIKIpi, AK NpaBuilo, Ha
HIKHIH yacTHHi Horu abo Taki edext, sk Ginb y cyrnobax (myxe piakicHnii nobiunmii eext).
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* TAKKA, panToBa reHepalizoBaHa aleprivna peailis, B T.4. yXKe PiAKo 10K, 10 3arpOKYE KUTTIO, HAMPHKIAL,
CKIAMHICTh MPH AMXaHHi, Nafius apTepiatsHoro THCKY, IPHCKOPEHNI Mmyabe (piakicHuii moGiynmii edexr)

* HaOpsK, BITIOYAOUM HABPAK AMXAILHHX INIAXIB (piakichnit moGivnmii edekr, noTeHwiiino HeGesneynmii wis
HKUTTA)

* cynomu (piaKicHui noGiunmit edexr)

* IpOGIEMH, OB’ A3aHI 3 HEPBOBOIO CHCTEMOIO, TaKi K Oinb, NeviHHA, NOKOMOBAHHS, OHIMIHHS Ta / a0

cnadKIcTh B KIHIIBKaX (pinkicHHIT mo6iunmii edexr)

* JICTIPECis, WO y TyXKe PiAKICHHX BHIAgKax NPU3BOIAUTE 110 3aMOMiAHHA co0i WIKOM, HANPUKIAZ, CYIlMAATEHI
inei / mymku abo crpolu camory6eTea (piakicmit mobiummii edekr)

* OosxeBinng, AKe MOXKE MPH3BECTH A0 3aNOJiSHHA COG WIKOAH, HANpUKNa[ cyiUMIanbHuX izeil / aymox aGo
crnpob camory6eTea (myxe pinkicHuii moGiunmii edexr)

*TAKKA liapes, MO MICTHTh KpOB Ta / abo ciu3, Tak 3BaHMii KOJIT, acouilfoBauuii 3 aHTHGIOTHKAMH, B T.4.
TceBIoMeMOpaHO3HUIT KOMIT, KUl y yke PiIKICHHX BUNAaIKax MosKe NIEPEPOCTH B YCKIIAHEHHS, siKi HeOe3neyni
JUIA KUTTS (pinKicHi moGiuni edextn)

* Otk i HAOpAK CYXOXKWLIS, TOOTO TEHAMHIT (pinkicuuii noGiunmii edekt) abo pospus Cyxoxmma (myxke
piakicruii no6iuHuii edekr)

* M's130Ba cnabkicTh i ayraueicts a6o Gitb, ocobnuso NpH BUCOKIH TeMIepatypi Ta BUALIeHHI TeMHOT ceui, o
Moze OYTH HaCNiIKOM pyiiHyBaHHs M’s3iB (YacToTa HEBiIOMA) MPHNMHITL npuiiom [TB230 TOproea Hasealj i
HEraiiHo NMOBIIOMTE PO 1ie CBOTO JiKAPsi, OCKIIBKH BAM MOJKE 3HAT06HTHCS TEPMIHOBa MeWYHA JOIOMOTA.
Takox cnix moeinomuty Heraiino csoro JiKapsi, AKIo:

* Bu cTpaknaeTe MiacTenicto i nomivacte TOTiPITeHHsA CHMIITOMIB (Iys ke piako )

* Bu cTpaxcnacte na niaber i momivaete, mo pisens LYKPY B KPOBI NiABHILEHHIT a00 3HIDKEHUH (DiIKuif un 1yxke
pinkicHuii nobGiynuii edexr).

AKIo y Bac TMMYacoBa BTpaTa 30py (Jyxke piakichnii mo6iunuii edexr), HeraiiHo 3BEPHITBLCA 10 OKYyJIiCcTa.

AIKIIO BH NMAUi€HT JTHBOTO BiKy i3 HAABHMMH 3aXBOPHOBAHHAMH HUPOK, i BU NOMITHITH 3MEHUICHHA Aiypesy,
HaOpsik Hir, mukonotok abo crom, BTOMY, HYNOTY, COHJMBICTB, 3aIMIUKY aG0 CIUTYyTaHICTH CRimOMOCT (e
MOXYTh OyTH O3HAaKM Ta CHMITOMH HHPKOBOI HEIOCTAaTHOCTI, pinkicHuit moGiunuii edext), Heraiino 3BepHiThCH
10 JiKaps.

i moGiyni peakuii, ski cnocrepiramics nia yac nikyBanns npenaparom [TB230 toproea Hassal, nepeniyeHi
HIDKYE 32 IXHBOIO fIMOBIpHICTIO!

IMownpeni nobivni peakuii (MoxyTh BiHHMKAaTH 10 1 i3 10 ocif):

* Indekuii, cnpuunneni crifikumu Gakrepismu a6o rpHOKaMH1, HANPUKITAT MONOYHHIA a0 BariHiT (poToBi Ta
BarinanbHi indexuii, cnpuunneni Candida)

* N'onosuwuii 6inb

* 3anamMopo4eHHs

* [louyTTd Hy10TH (HymoTa)

* [Toraune camonouyrrs (6noBoTa)

* Binb y IUyHKY Ta JKUBOTI

* Niapes

* HlinBuiienns piBHs 0coGnuBHIX GepMEHTIB neyinky B KpoOBi (TpaHcaminas)

* 3Mmina cepuesoro putmy (EKT) y nauieHTie 3 Hu3sbkuM piBHEM Kanilo B KpoBi

HeuacTi no6iuni peakuii (MoxyTh BiHHKaTH 10 1 i3 100 ocid):

* AnepriuHi peaxuii

* 3MiHH eleKTpHYHOT akTHBHOCTI cepus (EKT), CEpLEOHTTS, HeperynapHe Ta NPHCKOpeHe CepLeGHTTs

* Husbka kinbkicts eputpountis (aneMis)

* Hu3bKkuii pieeHp neitkouuTie

* Huspbka KifbKicTh GLIMX KIITHH KpoBi (eiikouuTin, HelTpodinis)

* 3MeHIIeHHs a00 301IBIICHHA ClIeMiaNbHIX KIiTHH KPOBi, HEOOXIIHUX JUISl 3rOPTaHHA KPOBi (TpomMbo1IHTIE)
* ITinBuwwenuii pisess cnenianizoBanux NeiikomuTia (eosnnodinis)

* 3HIKEHHA 3TOPTaHHA KpPOEi

* IlinBUINeHHS piBHA MiniiB kposi (xmpis)
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* Bim4yTTsi TpHBOTH, Hecnokolo abo 36y IKeHH s

* BinuyTTa nokomoranns (nouwmnyeanns s KiHIIBKax) Ta/abo oHIMiHHS
* 3Minu cmaky (y yke piaKicHUX BHNaJKax BTpaTa cMaky)

* Bimuyrrs posry6aesocti Ta nesopienrauii

* TIpoGuemu 3i cHom (wanpuknaz, Ge3conns aGo COHIMBICTE)

* TpemTinHs

* BizruyTTs 3anamMopouenHs (po3ia X011 BHACIIOK 3a1aMoOpOYeHH)

* [Mopymenns 30py (BKMOYal0YH AUILIONIO a60 HEYITKICTH 30py)

* Binb y rpynax (crenokapais)

* Poswmnpentisn kpoBoHocHHX cyaun (rinepemis)

* TpyaHouwi 3 IMXaHHAM (BKIIOYAIOYH aCTMATHYHI CTaHH)

* 3HMKEHHS aNCTUTY Ta CTIOKMBAHHS T3

* Meteopusm i 3amop

* Posnan wnyuky (mopyuenns Tpasnenns a6o neyis)

* 3ananeHHs LUUTYHKY

* IlinBHIEHNs PIBHA CNIELiANLHOTO TPABHOTO tepmenTy B KpoBi (aminaszu)

* Ilpobnemu 3 GpyHKui€O Newinky (T ABHLICHHS OinipyGiHy B KPOBi, Ni/IBUILEHHS CTIEIaNbHIX (epMeHTIB
TeYiHKH B KPOBI, TAKHX AK raMMa-ITyTaMin-Tpancdepasa ta/abo nyxHa ocdaraza)

* Ceep0ix, BUCHIIAHHS, KPOMHE'THKA, CYXICTh LIKipH

* Bine y cyrnoGax, 6ias y M’a3ax

* 3HEBOJAHEHHS

* Ioripmenns camonouyTTa (3a3BHyaii cinadkicTs a6o BTOMa), Gomi B CIHHI, Ipy/sx, Ta3i Ta Goni B KiHLiBKax

*Ilnyranuna Ta gesopienTanis

¢ [liTnusicTs.

Piakicui noGivni peakuii (MoxyTh BuHHKaTH 10 1 3 1000 ocio):

* Baxka, panToBa alepriyHa peakuis, BKIHOYAROUH oy%e pinko HeGesneunmii Wit KHUTTA
aHaQinakTHYHME oK  (HaNpPHKNAA, YTPYIHEHHS AMXaHHA, MaXiHHS apTepianbHOr0 THCKY,
NPUCKOPEHMI IMyJIbC), HAOPAK (BKIIOYAIOYM MOTEHUIliHO Hebe3neunuii 11 sKuTTs HAOPSIK IUXanbHUX
HLIAXIB)

* Baxcka niapes, 1m0 MicTHTB kpoB Ta/a6o cm3 (KoJiiT, 0B’ s3anmii 3 aHTHOI0THKAMH, BKIIOYAI0OYH
nces10MeMOPaHO3HUI KOIT), sKuii Lyske piako Moe NIEPEPOCTH B YCKIIaAHEHHS, L0 CTAHOBJIATE
3arposy JIA KHUTTA

* XKoBTaHULS (NOXKOBTIHH GinKiB 0ueli a0 WIKIpH), 3ananeHHd Ie4iHKH

* Binb i HaOpsk cyXoxuns (TeRnuuiT)

* IlinpHienuii piBeHb LyKpy B KPoBi

* [TinBuinenns piBHA ce40BOT KMCIOTH B KPOBI

* EMouiiiHicTs

* Henpecis (ska y Myxe piIKiCHUX BUMaZKax Moxe TIPH3BECTH /10 3AMOMisAHHA co01 IKO/M, HalPHKIIAL,
BHHUKHEHHA CYIMAANBHUX AYMOK abo cripod camory6eTsa)

* Mamonunanii

* [IpoGnemu no’Bs3aHi 3 4yTIMBICTIO WIKipH

* 3MIHH HIOXY

* Heseuyaiini can

* IIpoGnemu 3 pisnoBaroio Ta KoopauHauico (depes 3aMaMopOUCHH)

e Cynomu

* Ilopymenus koHLEHTpaLil

* [IpoGnemu 3 MOBIEHHAM

* Hactkosa abo noBua sTparta nam’sti

* J3814 260 [wyM y Byxax, NOPYIIEHHA CYXY, BRIKOYAK0OUH FAYXOTY (K NpaBiIo, 060pOTHA)

* Ilprckopennii, Hix 3a3puuaii, mynsc

* HenpuromuicTs

Cropinka 93 12




Moxcudnokcarmn (riapoxnopua) 400 Mr TadreTkn WHOPAR, Junens 2021
(Makneonc ®apMackroTHKAIC Jlimiten), TB230 YyacTHHA 3

* Buicokuii abo nusbkuil kpos'sHuii THCK

* TpynHoui 3 KORTAHHAM

* 3analeHHs POTOBOT NOPOKHIHY

* Cynomu M’a3iB a60 nocMuKyRaHHs

* M's30Ba crabkicts

* IlpoBiemu 3 HHpKaMu (BKIIOYAI0UH 301NbIICHHS pe3yNnbTaTiB 1ab0paTOPHUX JOCTiIKeHE HHPOK,
TAKHX K CE4OBHHA Ta KPeaTHHIH), HHPKOBA HEIOCTATHICTh

* HaGpsix (pyx, uir, mukonorox, ry6, pota a6o ropna).

Ayzxe pinkicui no6iuni peaxuii (MoxyTH BUHMKATH 10 1 3 10 000 Jr0a€i1):

* Cepiio3ni npobnemu 3 cepueBuM putmoM (torsade de pointes), 3ynunKa cepus (3ynuHKa cepuesoi TATIBHOCTI)
(muBiThes Posnin 2 «I1lo noTpi6HO 3HaTH, nepiu Hix npuitmati [TB230 topropa HasBa]»)
* TsxKe 3ananeHHs NEYiHKH, 110 MOTEHIIIHO MOoXKe NIPH3BECTH 00 HeOEe3MeYHOT 1A JKUTTA NeYiHKOBOT
HENIOCTATHOCT] (BKITHOYAI0UH NeTANbHI BUNAIKH)
* BUCHIIAHHS, MOYEPBOHIHHA, IYLICHHA al0 YTBOPEHHA NyXUPiB Ha IIKiPi Ta CIH30BUX 06ONOHKAX
(cmu3oBa oGonmoHKa oueii, Hoca, poTa i cTaTeBHX OpraHis), 0cO6JIHBO NPH JHXOMaHIl a60 03HOG], (cunnpom
CriBeHca-JIK0HCOHA, TOKCHYHMi eniaepMabHIi HeKpoi3)
* Po3pHB cyxox)uib
* IlinBuiIeHe 3rOPTAHHSA KPOBi, 3HAYHE 3HMKEHHS CHELIATEHIX GLIHX KPOB'SHHX TiNelk (arpaHy/I01HTO3), HH3BKHUI
PiBEHB BCiX KPOB’SHMX TiNewh (MaHIHTONEH )
* AHOMAIILHO HH3LKHIi PIBEHB HATPIIO B KPOBI Yepes 3aTPUMKY 3aHaNTO BENMKOT KiIbKOCTI BOJIH (cunnopom
HeaziekBaTHOI cekpenii ADH, STADH)
* Husbkuii piBeHb Lykpy B KpOBi, iHOIi TOCHTE CHIJIBHHI, IO MOJXe NPU3BECTH 10 KOMH
* He npuiinsrra ceGe (He 6yTn coboro)
* IModyTTa NCHXiYHOTO He3MyKaHHs (MOTEHLIHHO MOXe NPU3BECTH 10 3aMONIAHHA cobi IKOIM, HANPUKIAT,
cyiuupanbHi inei / nymku, aGo cnipobu camory0cTBa)
+ Tumuacosa BTpara 30py
* IMigBHINeHHA 9yTIHBOCTI MKipH
* 3ananeHHs cyriobis
* BiguyTTs ckoBaHoCTI y M’ A3ax
* Ioripmienns cuMnToMiB MiacTeHii (aHOMaIbHa M'S30Ba BTOMa, IO NMPH3BOANTE OO CJHA0KOCTI Ta ¥ BAKKUX BHUNAIKAX
[0 mapanivy)

Iobiuni peakuii, yacToTa AKNX Hesizoma:

* HepBoHa 1IKipa 3 3 BEIMKOKO KUIBKICTIO IPIGHHIX IHIHMKIE, 0COBIHBO B 061acTi Taxa, raxy Ta o01au44s (rocTpuii
reHepanizoBaHnii €K3aHTeMaTO3HuUil MyCTYIIb03)
* NOpYWCHHA poOOTH M’A31B, 110 MOB’A3aHa i3 M’ 4308010 CITAOKICTIO Ta 4YTIHBICTIO ab0 GoJieM, 0COGNHBO 3 BHCOKOIO
TEMIIEPATYPOIO 1 NOSABOIO TEMHOI cedi (pabaomiosnis)
Hyxe pinKicHi BUNagKu TPUBAMX (10 MicAIIB a60 POKIB) 260 MOCTIMHMX MOGIYHIX peaxuiii Ha nikapchki 3aco0u,
TAKNX AK 3aNANCHHSA CYXOKMILIA, PO3PHUB CYXOKMILISA, Oitb y cyrnobax, Gins y KiHIIBKaX, TPYAHOLI npH X0b0i,
AHOMANBHI BITYYTTSA TaKi AK WNHABKH Ta FOJKH, TIOKO/IIOBAHHA, JTOCKOTaHHA, NeYiHHA, OHIMIHHSL a00 G
(nefipomnaris), Aenpecia, BToma, MopyueHHs CHY, NOTIPIIEHHA 1aM’ATi, @ TAKOX MOPYIIEHHS CIIYXY, 30pY, CMaKky Ta
HIOXY, 1110 Oy/1M NOB’A3aHi 3 MPHITOMOM aHTHGIOTHKIR XIHOJIOHY Ta YTOPXIHONOHY, B IEAKHX BHMAAKAX He3aIeKHO Bif
TONEPe/IHEO ICHYIOYNX GaKTOPIB PH3HKY.
Takox Oynu myxe pinkicHi Bumagku Taknx moGiumHmx eQeKTiB, PO AKi MOBIAOMIANOCA MiCHA TiKYBAHHA iHIIMMIK
XiHONOHOBHMH aHTHOIOTHKAMH, FKi MOZKYTb TakK0k BUHHKHYTH 1iZ yac nikyeanus [TB230 Toprosa Hasgal:

* Ilineuinennii pisens Hatpito B kposi

* IlinBuuennii pisenb Kanblilo B Kposi

* OcoGnuBnii THI 3HMKEHOT KiNbKOCT ePHTPOLMTIR (reMOJIITHYHA aHeMis)

* Peaxuii, 1110 BUKIMKAIOTE MIOMIKOKEHHSA M S30BHX KJIITHH

* ITiBHIICHA YYTIHBICT WKIPH 10 COHAYHOTO a0 yAbTpationeTororo criTaa
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* IIpoGnemu, moB’s3aui 3 HepBOROW CHCTEMOIO, Taki K OLib, nevinms, HNOKOJIOBAHHSA, OHIMIHHS Ta/abo
cnabKicTh B KiHIIIRKaX

IMosinomiennsa npo nobiuni peakuii

AKIO y Bac BUHMKAIOTH NOGiuHi peakii, 3BEPHITBCA 10 CBOTO JKaps. Lle cTocyeThes Takoxk MoGIUHHX peaxuiii
HE 3a3HAUCHMX B LLOMY JMCTKY - BKITAIHINY A8 NALieHTIB. SKILO MOXIHBO, BU MOXETE MOBiLOMISTH npo Oyb-
AKY 3 NOOIYHMX peakuiif Hanpsamy yepes HAUIOHALHY CHCTEMY 3BiTHOCTI. [ToBimoMIArOYH npo nodiuHi peakuii,
BH MOKETC IONOMOITH MOKPALHTH PO3YMiHHS GesnekH LbOro npenapary.

3s AK 3BEPII'ATH [TB230 Toproea uasea)

30Gepiraiite niku 1103a N0JIEM 30py Ta B HENOCTYNHOMY Ans AiTei Micli.

30epiratn npu Temnepatypi He Bume 30°C Y cyXoMy micui. 3axumarn Bix ceitna. 36epirati B OpHUTiHATLHIH
YNaKOBL.

He BukopHcTOBYBaTH L€ TIpenapar mic/s 3aKiHdeHHs TePMiHY NPUIATHOCTI, 3a3HaYEHOT0 HA eTHKETLL. Tepmin
MPHJIATHOCTI BITHOCHTBCA 10 OCTAHHBOTO JHS BKA3aHOIO MiCAL.

He eukunaiite Gynp-ski Jike 3i cTiunMMM BogaMu u€H 3 noOytoBumu Binxonamu. JlisHaiitech y cBoro
(apmanesTa, AK yTHaisyBaTH NiKH, SIKi BM Giblue He BHKOpHCTOBYETE. Ll 3ax01u HOMOMOXKYTH 3aXHCTHTH
HaBKOJIMIIHE CEPENOBHILE.

6. BMICT YITAKOBKHU TA IHLUIA THOOPMAIILA

Lo micTsite [TB230 Toproea naspaj

Hitoua peyosuna - Mokcupokcauns (y Gopmi rinpoxaopuay). Koxua TabneTka MicTHTh MOKCH(IIOKCALMHY
TiAPOXJIOpH], eKBiBaTeHTHOro 400 Mr MOKCHQIOKCALIMHY.

HonoMixHi peyoBHHH:

Anpo Tabnerku: Hatpilo Kpockapmenosa, T APOKCHIPONLILE0103a, NAKTO3H, MOHOTI/IpaT, Marsilo creapar Ta
LIETI0I03a MIKPOKPHCTANiYHa.

[IniBkoBe mNOKpHTTs: I'igApokcHnponiIMeTHALENI0I03a, OKCHA 3amiza YEPBOHWI, IONIETHIEHITIIKONb, TATBK
OYHMINEHHIT | THTAHY niOKCHT.

HAx Burnsaac [TB230 Toprosa nassa| Ta Bmicr YNAKOBKH

[TB230 ToproBa Hassa) - 11 TablaeTKH LICTI0-4EPBOHOr0 KOJILOPY KarncynonoiioHoi GopMu, JBOOMyKI, BKPHTI
TLTIBKOBOK) 0GOJIOHKOIO i MaloTh po3IimoBabHy TOMEpEuHY PHCKY 3 0ftHOr0 GOKY Ta rajiki 3 iHmoro Goky.

Tabnerkn [TB230 Toprosa Hasea] npeiacTaBieHi B amOMiHieBiii Onicrepuiii ynakosui Alu-Alu 3 GmicrepHoi
amominicBol Gosbru Ta GricTepHoi GONLIH XONOAHOrO THCHEHHS. KokHuii Gnictep MicTuT 5 TaGnetok, o 1 abo 20
GmicTepiB ynakoBaHi y KapTOHHY yNaKOBKY pasoM i3 JIMCTOM-BKJIAIHIIEM.

Tabnerku [TB230 Toprosa nassa] npejctaeieHi B amoMiHiesiii cTpun-ynakoeui Alu-Alu 3 npocroi Ta apykoBaHoi
amoMinieroi Qonbrun. Koxkuuit crpum mictuts 5 Tabnerok, no 1 abo 20 crpunie ymakosani y KapTOHHY YHaKOBKY
Pa3oM i3 THCTOM-BKJIaAHILECM.

Tabnerkn [TB230 rtoproa Hasea] mpencrasieni B amominiesiii Onicrepniii ynmakobui Alu-Alu 3 OnicrepHoi
amomiieBol Gonbru Ta GuictepHoi GoONBrH X010AHOrO THCHeHHS. KowHuii Onicrep mictuts 7 Tabnerok, mo 10
OiicTepiB ynakoBaHi y KapTOHHY YNakoBKy PasoM i3 JHCTOM-BKJIATHIIEM.

Tabnerkn [TB230 Toprosa naspa) npeacTaeneHi B anroMiniesiii cTpun-ynakosui Alu-Alu 3 npocroi Ta apykoBaHoi
amowminiesoi ponbru. Koxuuii ctpun micturs 7 Tabnetok, mo 10 CTPHIIIB YNaKoBaHi y KAPTOHHY YNAKOBKY PasoM i3
JIHCTOM-BKITAIMLIEM,

Tabnerku [TB230 Toproea Hassa] npeacTasiieni B amoMinicsiii OuictepHiif ynakorui Alu-Alu 3 6nicrepuoi
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YyacTHHa 3

amoMiHieBoT donbri Ta GaictepHoi (osILrH X0NoAHOrO THcHeHHs. Koxkuuii Gnictep mictute 10 Tabnerok, no 10
Gnictepis ynakopani y KapTOHHY YMAKOEKY Pd30M 13 JTHCTOM-BKJIAIMIICM.

Tabnerkn [TB230 Toprona Ha3Bd) NMpeacTaBicHi B amoMiHiesiii cTpun-ynakosui Alu-Alu 3 mpoctoi Ta apykosanoi
amominicsoi doneru. Koxkunit erpun micturs 10 TabueTok, no 10 crpunis ynakosani y KapTOHHY YIIaKOBKY pa3oM I3
JIMCTOM-BKJIA/THILIEM.

Tabnetkn [TB230 Toprosa Hasea] mpexacrtapieHi B OnicrepHiii ynaxoBui 3 amominicBoi donsru i TIBX. Koskuuii
Gnictep Mictutk 10 Tabnerok, no 10 Onicrepis ynakosaui y kapTonny YIAKOBKY PasoM 13 NHCTOM-BKJIAMILIEM.

IMocTayanbHUK T2 BHPOGHHK

IMocTavanbHuk

Bupobuux

Macleods Pharmaceuticals Limited

Atlanta Arcade, 3rd Floor, Church Road, near Leela
Hotel,

Andheri-Kurla Road

Andheri (East)

400 059 Mumbai

India

Phone: +91-22-66762800
Fax: +91-22-2821 6599

E-mail:vijay@macleodsPharma.com

sjadhav@macleodspharma.com

Macleods Pharmaceuticals Limited

Unit II, Plot No. 25-27

Survey No. 366, Premier Industrial Estate Kachi gam,
Daman (U.T.)

India

Phone: + 91 0260 2244337
Fax: + 91 0260 2241565

Macleods Pharmaceuticals Ltd

Block No. N-2, Village Theda, P.O. Lodhi Majra,
Tehsil Nalagarh, Baddi,

Dist. Solan,

Himachal Pradesh 174 101,

India.

TEL: +91 01795 661400,

Fax: 491 01795 661452

Email: jayaramk@macleodspharma.com

3a Oyab-siko indopmauico moao unoro JiKapceKoro 3acoly 3BepTaiiTech 10

nocravyajibHHKA.

Januii THCTOK-BKNAAMII BOCTAHHE OyB neperasiHyTHii y ueprHi 2021 poui.

Hetanbha indopmanis npo neit npenapat JOCTYIHA Ha BeO-

(BOO3) https://extranet.who.int/pqweb/medicines

caiiTi BeecpiTHbOI opraHisauii oxopoHn 3/I0pOB’s
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SATBEP/ZKEHO
Hakaz  Minicreperea  oxoponn
3n0poB’s  Ykpainn

G 1 L0 N X770

Peccrpauniiine nmocsiguenns

Ne i S SEGRT /(74; Jor

ITepexmnaz yKpaiHChbKOIO MOBOIO, aBTCHTHYHICTE SKOI'O MiATBEP/KEeHa 3aIBHUKOM
abo #oro yroBHOBaXKeHOI 0c000F0, IHCTPYKIIT PO 3aCTOCYBAHHS JTiKaPCHKOTO
3aco0y abo indopmarii mpo 3acTocyBaHHs JIIKAPCHKOTO 3aco0y, 3aTBEpPIKEHOT
BIZIIOBIIHO 10 HOPMAaTHBHUX BUMOT Kpainu 3asBHIKa/Bupobuuka abo kpainu,
PETYISTOPHHH OpIaH AKOi KepyeThCS BUCOKMMH CTAHAAPTAMHU SKOCTI, 110
BIJINOBIAAIOTH CTaHAapTaM, pekoMeHosanuM BOO3, ta/abo 3rigHo 3
pe3ynbTaTaMu KJIIHIYHHX BUIIPOOYBaHb, 3aCBII4€HUI i IMHUCOM YIIOBHOBAKEHOT
ocobwu, 10 BucTynae Bif iMeni 3asBHuka. (KopoTka xapakTepHcTHKa
JiKapchbKoro 3aco0y)

3asiBHUK, KpaiHa: Maxkieonec ®@apmacesroruxasic Jimiren, Ingis
Macleods Pharmaceuticals Limited, India

BupoOuuk, kpaina: Maxkneoac ®apmaceiotuxagice Jimiten, Inais
Macleods Pharmaceuticals Limited, India

MOKCH®JIOKCAIIMH (Y BUT'JISIAI T'IAPOXJIOPHALY) 400 MIT
TABJETKHA
MOXIFLOXACIN (AS HYDROCHLORIDE)400 MG TABLET

TabJIETKX BKPUTI ILTIBKOBOIO 000710HK010, 110 400 Mr; 1o 10 Tab1aeTok y CTpHI;
110 10 cTpHUIiB y KApTOHHIHA YIIAKOBII].




Moxkcndnokcanun (rigpoxiopun) WHOPAR uactina 4 JIunens 2021
400 mr TabneTkn

(Makneoac dapmacblOTHKaIC
Jlimiten), TB230

Kopotka Xapakrepucruka Jlikapcekoro 3aco0y

IIpeameToM wiei KOPOTKOT XapaKTepPHCTHKH JTIKAPCHKOro 3aco0y € 3aCTOCYBAHHs Npenapary, 1o
posrisaaeTees Bigaiiom nonepensol olinkK Nikapesknx 3acobis BOO3. PekoMenanii mono
3aCTOCYBaHHA TPYHTYIOThCS HA KepiBHUX npuHuMnax BOO3 Ta Ha iHdopmauii peryniorounx opramis. *
Jlikapebkuii 3aci6 Moxe B6YTH 3apeecTpOBaHMIA IS 10AATKOBOrO abo iHIIOro 3acTOCYBaHHs
HALIOHATEHUMH PEryJIOIYHMH OpPraHaMH.

*https://extranet. who.int/pgweb/sites/default/files/documents/75%20SR A %20clarification_Feb201 7_newtempl.pdf



Moxkcudnoxcauun (rizpoxnopusn) WHOPAR yactuHa 4 Jlunens 2021
400 mr TabneTku
(Maxkneonc ®apmackioTuranc
Jlimiten), TB230

1. HAUMEHYBAHHSI JHIKAPCHLKOI'O 3ACOBY
[TB230 Toprosa nassa]*
2. IKICHUM I KUIbKICHUAIM CKJIAJL

Kosxna Tabnerka MicTHTE MOKCHIOKCALMH MiAPOXIOPULY, 110 eKBiBaTeHTHO 400 Mr MOKCHIIOKCAlHHY .
Jonomixsi peuosunm 3 Binomumi edekramu: SO Mr TaKTO3H MOHOTIApaTy B ofHii TaGmeTwi.
lloBHui nepestik JONOMIKHHX peYyOBMH AMB. y po3aini 6.1.

3. JIKAPCLKA ®OPMA

TabneTku, BKpHUTI IUTIBKOBOKO 060JIOHKOIO.
TabneTky HerIAHO-4EPBOHOIO KOILOPY, KATICYIOBUAHOT GOPMH, IBOONYKJI, BKPHTI ITIBKOBOIO
060JI0HKOI0, 3 JTIHIE€IO0 PO3JIOMY Ha OJIHIii CTOPOHI i APYrOKO MATKOK CTOPOHOIO.

4. KJITHTYHI XAPAKTEPUCTHUKH

4.1 TepaneBTHYHI NOKA3aHHA:

[TB230 Toproea Ha3Ba] NMpH3HAYAKOTECS Y TOCAHAHHI 3 IHIIMMM TIPOTHTYGEPKYILO3HHMH 3acobaMu Ui
JiKyBaHH:A TYOepKynbo3y, cripuunnenoro Mycobacterium tuberculosis.

[TB230 ToproBa Hasea] nokasaHi JMile sK aHTHMiKoOakTepianbHi npenmapatu Apyroi JiHii, Kouu
3aCTOCYBaHHA NpPenaparis NEpLIO JiHii HEOLINBHO Yepe3 CTIHKICTh 260 HelepeHOCHMICTD.

Crnix BpaxoBysatd oiuifii pexoMeHnamii w00 JiKyBaHHA Ta peKOMEHIAlil MO0 TyGepKyibo3y.
Odpiuiiini BKa3iBKH, K TIPABUIIO, BKITIOYAIOTH BKa3iBkn BOO3 Ta MiclEBHX OpraHiB OXOPOHH 340pPOB’s.

4.2 Jlozysanns Ta cnoci6 3acrocyBanus

dosyBanns

Hopocni, nionimku ma dimu eazorw ne menwe 30 k2 ma cmapuie 15 poxie:

PexomeHn0BaHa j103a ctaHoBuTh 400 Mr B TabieTkax OJMH pa3 Ha JICHb.

binbiia 103a MoXe 3aCTOCOBYBAaTHCS Y TIEBHUX cxeMax JlikyBanHs MDR/RR-TB. Skuio Hemae PH3HKY
TOKCHYHOCTI, BUCOKA /1038 MOKE 3aCTOCOBYBATHCS, SIKIIO PiBEHb aHTUMiKpOGHOT /1iT mpenapaty Moxke
Oy sHMsKeHHIT Yepe3 hapMaKOKIHETHYHI B3aeMOiT, OPYIEHHs BCMOKTYBaHHs a60 3 IHIWMX
MeTaboNiYHMX MPHIKH, a60 AKILO LITaM Ma€ HU3LKY CTIHKICTb 10 hTopXiHOIOHY.

CropiHka 23 18

* Toproei HaliMeHyYBaHHS He NPOXOJATH NonepeHio Keatidikauio BOO3. Lle € pixnosinansuictio
HAIIOHATBHOIO PEryJIIOK0YOro Opraty 3 Jiikapchkux 3aco6is (NMRA).
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Pexomendauii ugodo dosyeanns 018 NiKyeanna eucoKUMU 003aMU MOKCuhroxcanuny

Maca mina Kinvricme maonemox no 400 mz Hoboea doza
Bio 30 k2 0o 36 k2 Iyullb 400-600 a2
Bio 36 k2 0o 46 k2 1.5 600 m2
Bio 46 ke 0o 56 ke 1.5vyu?2 600-800 me
56 ke ma euuye 2 800 me

PexoMeHyeThCs MOHITOPHHI TepaneBTHUHHMX 103 [IPENapary, KOIH 1033 3HAXOIHTECA Y BCPXHLOMY Ta
HIKHBOMY KIHUSX JianasoHy s Toro mo6 MiHiMi3syBaTM HeCTIpHAT/IMBI TepaneBTHYHi HACTiaKu
Ha/IMIPHOTO Ta HEIOCTATHLOIO BIUTHBY RiJMOBIIHO.

Aimu 3 macoro mina menwe 30 k2 ma monodwi 15 poxis:

PexomenuoBana no60ea no3a y niteii cranosuts 10-15 Mr/kr Bix Macu Tina Tina. JloGosa 103a MOBHHHA
Oytu o6mexkenor0 10 10 MI/Kr y aiTeit 10 6 MicAwnis.

Jitu 3 Macoro Tina 24-30 kr MOXKyTb HpuiiMati oy Tabnetky 400 mr [TB230 TOprosa Ha3ga] Ha 100y.
HiTsim 3 Macolo Tina MeHule 24 Kr cIiizi 3aCTOCOBYBATH iHILY JiKapehKy QOpMY, HAMPHKIA TaBIeTKH, 110
JMCNEPryIOTECA Y POTOBIH NOPOXKHUHI, M0 MicTATe 100 Mr mokcudnokcaimny. Skmo Taka JKapceKa
popMa He 1OCTYNHA, MOXKHA TIPUTOTYBATH OJHOPA30BY penenTypy 3 400-Mr Tabinerku MOKCHGIIOKCALHHY
Ta 10 MJ1 BOJIM U1 OTPUMAHHS TaKHX JI000BUX 103!

Maca Tina giteii 06’em JlodoBa noza#
5-7 kr 2 M 80 Mr
7-10 xr 3 M 120 mr
10-16 kr 5 mn 200 mr
16-24 xr 5 Ma*-7,5 mn 200-300 mr
24 xr ta 6inbIe BukopucropyeaTu Tabnetku 400 mr (1 TabneTka)

#/luciepryBanns TabneTkn y BOAi MOXeE TMOJErIIMTH BBEACHHS NALiCHTAM HHKYOTO piBHS Baropoi
KaTeropii Ta YHUKHYTH Apo6ieHHs TBepoi Jikapebkoi Gopmu, Xoua 6ionocTynHicTs HeBH3HAYeHa (Cin
TNEPEBAKHO BUKOPUCTOBYBATH TabJIETKH, L0 MCTIEPTYIOTHCA Y POTOBIH MOPOKHMHI, AKIIO TaKi €).
*Iitam, sxi norpebyrots nosy 200 mr, B SIKOCTI QJIbTePHATHBH MOKHA [JaBATH MOJOBHHY TabJIeTKH
[Toprosa nassa TB230], posnamyroun TabneTky B3/0BK JIiHii poznamy.

JleTanbHi BKa3iBKK 10/10 MPUIOTYBAHHS TAaKOi PeLENTYPH AMB. Y posximi 6.6: «Crioci6 3aCTOCYBaHHY,
NIPUIOTYBAaHHA OOHOPA30ROI PELIENTYPH IS JAiTei».

Hopywenns Qynxyii Hupox:

He notpibHo kopurysaTi n103yBaHHs y NallieHTiB i3 mopylueHHAMH GyHKLi HUpPOK a00 y nmauieHTiB, gki
nepedyBalOTh Ha XPOHIYHOMY [iaii3i, BKIIOYAKOUM reMomiamis Ta OesnepepeHuii  aMOynaropHHii
NepUTOHEANIbHHH Aiani3 (auB. posain 5.2).*

Ileyinkosa nedocmammuicme:

He pekoMeHayeTbCsl KOPHIyBaTH 103YBaHHS MPH ME4iHKOBIH HEOCTATHOCTI (IMB. TAKOMK pozain 4.4).
Jooam noxunozo 6iky

JIro[1siM OXUIIOro BiKy KOpEKList JO3YBaHHA HE NOTPiOHa.

IIponywena 0osa ma Gnmosoma nicas npuiiomy 0o3u

BaskniBo, 1106 maiicHT perysspHO NpriiMaB Mpenapat BiANOBiIHO 10 NPH3HAYEHHS nikaps. [lponyuieni
1034 MOXKYTb 301TBIIMTH PH3MK PE3HCTEHTHOCTI 10 [TOProBoi Hazeu TB230] Ta 3smMenmuTH iioro
e(eKTHBHICTE.

IauieHT NoBHHEH NPUAHATH NMPOIYLIEHY J03Y, SKWO iT NoTpiGHo Gyi10 NPHHHATH MeHlle HDK 12 roauH
TOMy. JIKIO Npoiiuuio Ginbme 12 romus micas 3akiHueHHA Yacy NMPHHOMY [03H, TALICHT MOBHHEH
NPONYCTHTH A03Y Ta NPHHHATH HACTYNHY 3alylaHOBaHY A03y B 3BMYaiinuit 4ac. [TalieHT HE [IOBMHCH
NPUAMATH MOABIHHY 103Y.
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Akwo y nauicnta cnoctepiranocs GoBaHH y Npoaoesk 1 rommuu micas zacrocyeanns [TB230 TOproea
Ha3Ba], DALICHTY CMiJl MPHIHATH J0AATKOBY A03Y. SKIIO GI0BaHHS BUHUKIO OLIbLI HiK Yepes rogumy
Mmicas BXKMBaHHS 1penapaty, To MallieHTy He TOTPIOHO NPMIiMATH J0IATKORY 103y, a J0UeKaTHes yacy
HACTYIHOro NPHIHOMY JAHOro Mpenapary.

Crocid 3acTocyBanus
3aCTOCOBYIOTBCS NICPOPALHO

Tabnetku [TB230 ToproBa Hazsa] ci1i npuiiMaTH He POBKOBYIOUH, 3AITHBAIOYH I0CTATHLOIO KiThKICTIO
PUIMHH Ta IPHHMAIOTh HE3aJIeKHO Bif TKI.

4.3 IIpoTunokaszauus

Tabnerkn [TB230 Toprora na3pa] nporunokasasi:

- llauienTam 3 MiABMILEHOIO YYTIHBICTIO 10 MOKCH(JIOKCALIMHY, iHIITHX XiHONOHIB a60 Gyab-AKOi 3
JIONOMUKHHX PeYOBHH NEPEJIiYeHHX B MyHKTI 6.1,

e IlaiieHTaM i3 3aXBOPIOBaHHSMM / pO3NalaMH CYXOXKHIb B aHAMHE3i, NMOB’A3aHHUMH 3 JIKyBaHHSIM
X1HOJIOHOM.

¢ [lauicuTam 3 nifABUIICHUM piBHeM TpaHcaminaszu y S pazip ULN

Ay NOKIIHIYHUX JOCIDKEHHSX, TaK 1 y oZei, CriocTepiraancs 3Mitu B efekTpodizionorii cepius micis
BIUTMBY MOKCH{IIOKcauuny y gopmi nofosskenns inrepeany QT. 3 ornsuy 6e3neku 3acTOCYBaHHS JaHOTO
npenapary, MOKCH)IOKCALWH NPOTHIOKA3aHH NallicHTaM 13:

e Binomum nonosxennam inteppaiy QT (Bpomkenum abo HabyTHM)

el lopylIeHHAM €NeKTPOJIITIB, 0COOIUBO MPH HEKOPEroBaHii rinokaniemii

e KniniyHo 3Hauy1owo Opaaukapaicto

® KIIIHIYHO 3HaUYLI00 CEpUEBOIO HEIOCTATHICTIO 31 3HHKEHOIO (DPAKILiCI0 BUKHJLY JIIBOTO MITYHOUKA

e[ lonepeaHbOIO ICTOPIEI0 CHMITTOMATHYHUX APHTMI i

4.4 OcobuBi HonepeKeHHsT T2 3aN00KHI 32X0/1H 010 BUKOPHCTAHHS

He cniz 3actocoByBaTH MOKCH(IOKCALIMH MALIIEHTAMH, SKi MaIH IOCBI]| Cepio3HHX MOGIMHHX peakuii y
MUHYJIOMY IPH 3aCTOCYBaHHI XIHOJIOHIB 4H (hTOPXiHONOHOBMICHUX Mpenaparis ( IUB.po3nin 4.8).
JlikyBaHHs LMX NALIEHTIB MOKCH(IOKCAIMHOM [IOBHHHO 3iHCHIOBATHCSA JHILIE Y BUMA/KY BiACYTHOCTI
a/lbTePHATHBHOIO JIIKYBaHHA Ta MiC/IA OLIHKH KOPUCTL/PU3HK. (1MB. po3ain 4.3)
Ioposxenus inTepeany QTc Ta noTenuiiini Kainiuni ymosu, nos’szani 3 nonosxennsam QTec.
Iokazano, mo y neskux nauieHTie MokcHIOKcauuH nogorxkye intepsan QTc na enextpokapiorpami. B
ananizi EKT', orprumanomy B pamkax nporpamu kIiHiYHOro BUNpoGyBaHHs, ofosxkenns intepsany QTc 3
MOKCH(]IIOKCAIMHOM CTaHOBIIIO 6 Mc * 26 Mc, 1,4% nopiBHAHO 3 BUXiAHUM piBHeM. OCKUIBKH MKIHKH, K
NpaeusIo, MaloTh NOBIIKHA 6asoeuii inTepsan QTc nopiBHAHO 3 YONOBIKAMH, BOHM MOXYTb 6YTH Giblu
YYTJIMBHMH 10 JiKiB, 10 nomosxyioTh QTc. ITaiieHTH JITHBOro BiKYy TAKOXK MOXKYTh OYTH Gimbil
CIPUHHATIMBHMH J10 JIIKapchbKHUX eekTie Ha iHTepsan QT.
IH1ui stikapebki 3acobu mo nonorxyroTs iHTepsan QT (auB. Takoxk po3nin 4.5) NOBMHHI 3aCTOCOBYBATHCS
TPH IOCTPii HeOOXIAHOCTI 3 3aCTEPEKEHHAM NALIEHTIB OO BKUBAHHA MOKCH(IOKcanuHy. Bucoki no3u
BKMBaHHA MOKCH(QIOKcalMHy Heo6xiaHo ynukaru. EKI' Ta piBeHb Kaniio y CHpOBATI KpOBi IOBHHHI
peTeNbHO KOHTPOJIKOBATHCH.
Jlixu, sKi MOXKYTb 3HM3HTH PiBEHb KaJliio, CJliJl 3aCTOCOBYBATH 3 06EPEKHICTIO MallicHTaM, Ki OTPHUMYIOTH
MOKCH(IOKCAlMH (TUB. Takox posxain 4.3 Ta 4.5).
Moxkcuuiokecauu cnia 3acTocoByBaTH 3 00EPEXKHICTIO MAllieHTaM, AKi IPUIMAIOTH JiKH, OB s3aHi 3
KJIIHI4HO 3HauyLIoro Opaankapaieio (IuB. Takoxk posain 4.3).
Moxcnduokcauun cilifi 3aCTOCOBYBAaTH 3 OOEPEKHICTIO NALCHTAM i3 NMOCTIHHUMM MPOAPUTMIYHMMH
cranamu (0co0/HBO JKIHKAM Ta MALiEHTaM MOXWIONO Biky), TAKMMHM AK TOCTpa iliemis Miokapaa aGo
moztoBseHHs iHTepBany QT, OCKibKM 1ie MOJKE MPU3BECTH JI0 MiJIBUILEHOrO PU3UKY LLTYHOUKOBHX
Cropinka 43 18
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apUTMiit (BKIFOYAK0MH «IIPYETHY» LLTYHOUKOBY TAXIKap/lii0) Ta 3ymuHKy cepus (IHB. Takox po3ain 4.3). Bemmuna
MONOBKEHHA IHTepBany QT Moxe 3pocTaTH i3 301bIICHHAM KOHUEHTpanii npenapary. ToMy peKOMeH/IORaHY 103y
He CJIiJ NepeBUIIyRaTH.

Ao nix yac nikyBaHHS MOKCH(IOKCALMHOM BHHEKAIOTH 03HAKH 260 CHMITOMH cepuesol apuTMiT, JIikyBaHHA cif
NPHITHHATH Td npoBecTH EKT,

TpuBaJi, Wo ecnpusOTE iHBaJiAHOCTI Ta MOTeHUilinO He3BOPOTHIM cepiiozHum noGivHuM peakuisam

Hyxe pinkicui BUnagk Tpusanux (TpHBaXi MicALAMM 4u POKaMH), CHOPHAYMX IHBANTiZHOCTI Ta MOTeHLiiiHO
HE3BOPOTHIX Cepiio3HMX NMOGIYHMX peakiliii Ha JiKH, 10 BIUIHBAIOTH HA pi3Hi, iHONI Ha NeKinbka CHCTeM OpraHizsmy
(omopHO-pyXoBa, HepBOBA, NCHXiYHA Ta CEHCOPHA) MOBIZOMIISUIMCS Y TAUi€eHTiB, sKi OTPUMYBAJIM XiHOJOHM Ta
(ropxinononu, HesanekHO Bil IXHLOTO RiKy Ta iCHYIOUMX axTopis pusuky. IIpu nmepumix o3Hakax uu nepuINX
cumnTomax Gyab-aKol cepiiosHoi noGiunoi peaxuii 3aCTOCYBAHHA MOKCH(IOKCAIMHY CJIiJI HEraiiHO MPUNUHUTH, i
MAlieHTaM CIIiJ OPaJuTH 3BEPHYTHCS 110 CBOTO nikaps 3a Mopajiok.

Tinepuyraugicts / anepriuni peakuii

Bixe noeinomnanocs npo rinepayTauBicTs Ta anepriuni peakuii a ¢ropxiHONOHM, BKIHOYAI0OYH MOKCH(IOKCAIIHH,
TICHIsS MepLIoro nmpuitoMy. AHadLIakTHYHI peakiii MoKyTh NIEPEPOCTH B ILOK, IO 3arpOikKYe JKHUTTIO, HABITL Mic/s
TIEpUIOro NPUHOMY. V' IHMX BHIAJKaX 33CTOCYBAHHA MOKCH(IOKCALMHY CJIi/l MPHIHHHTH Ta PO3MOYaTH BiINOBiqHE
NiKyBaHHS (HaNPHKNIaJ, JIKYBaHHSA IOKY).

Taxki peakuii nevinku

Toginomnsnocs npo Bunamki QyJIEMiHAHTHOTO TeNATHTY, AKWi MOTEHIINHO MOXKe NPU3BECTH [0 ME4iHKOBOT
HEIOCTATHOCTI (BKJIKOYAIOYN JIeTalbHi BUNIAAKH) MPH 3aCTOCYBAHHI MoKcHIOKcalmHy (1uB. po3ain 4.8). Ilamientam
CJIiJ NIOpajMTH 3B’A3aTHCA 31 CBOIM JikapeM mepen NpoaoBKeHHIM NKYRaHHA, AKLIO Taki 03HAKM TA CHMIITOMH
¢ynMiHAHTHOT XBOPOOM MEYiHKH PO3BMBAKOTBCA, K IIBHIKMIL PO3BHTOK aCTEHii, MOB’SI3aHOT 3 KOBTAHULEIO,
NOTEMHIHHAM Ceyi, CXHIBHICTIO 10 KpOBOTed 260 MeuyiHKOBOK eHuedanonaTier.

Tectysanns / nocnimwenns GyHKUIT NEYiHKH CIia NpoBOAHTH Y BHNAAKax, KOJH CIOCTEPIralOThCA O3HAKH
NopyweHHs QYHKLIT nedinky.

Hayienmu 3 yoice nasenumu nopywennsmu gyuxyii nevinku

He pexoMeHIyeTbCs KOPUTYBATH 103yBaHHS PH NEYiHKOBiii HEIOCTATHOCT IeTKOI, CepeNHbOI TAKKOCTI abo Bax Kol
¢dopmu. Ommak pesxi 3MinM y MertaGomizmi MOKCH(JIOKCAIIHHY CIOCTEPIrankCh Y NALEHTIB 3 TEY4iHKOBOIO
HEJI0CTATHICTIO. OTKe, MM MallieHTaM MOKCH(IOKCALMH CITi/I 3aCTOCOBYBATH 3 00epexHICTIO.

Cepiio3Hi OyJ1b03Hi WKipHi peakuii

Ilin yac zacrocyramnus MOKCH}IOKCANNHY MOBIIOMAATOCA TIPO BHNAAKM TAKKHX 200 HeGe3MedHmX ANA KUTTA
Oynbo3HHX WKIPHUX peakuil, Takux sk cuHAPoM CriBeHca — JKOHCOHA 200 TOKCHYHMIL enifiepManbHUi HEKPOJi3
a0o rocTpuii reHepanizoBaHHii eK3aHTEMAaTO3HMIA ITYCTYIH03 (AGEP). Ipu nosiBi peakuiii na mikipi Ta/a60o cimsoBnx
00ONIOHKAX MAllieHTAM PEKOMEHIYETLCS HeraiiHo 3BEPHYTHCS 0 JIKaps, NEpII HiXK NPOJOBKYBATH JTiKyBaHHs.

TManieHTH, CXUIBHI 10 PO3BUTKY cyaoM
Binomo, mo XiHONOHH MOXYTh BHKIMKATH cymomu. Ciin 3 o0epeskHicTIO NMpU3HayaTH X mamieHTam, sSKi MalOTh
nopymenHs 3 6oky I{HC aGo inmi pakropn pusuky, 110 MOXYTh NPOBOKYBATH BUHHKHEHHS CynoM abo 3HHKYBaTH
CyAOMHHM Nopir. ITp1 NosBi Cy10M HEOOXiAHO IPHIHHUTH 3aCTOCYBAHHSA MOKCH(IIOKCALIHHY Ta BXHTH BIAMOBI JHHX
3aX0/IiB.
Iepudgepuuna ueiiponaris
Y nauicHTis, fKi OTPUMYBAamM XiHOJIOHH, MOBIIOMAANOCS MPO BHNAIKH CeHcopHOi abo CeHCOMOTOpHOT
noJiHeApONaTii, Mo MpH3BOMIA 10 BUHMKHEHHA NapacTesiii, rimecTesii, mu3ecTesiii a60 c1a6KoCTi. [Tanienram, sixi
nepedyBalOTh Ha JiKyBaHHI MOKCHQUIOKCALMHOM, CIiJl MOPAZHTH MOBIIOMHTH CBOIO nikaps abo MenuYHOro
TNPALIBHHKA W00 NPONOBKEHHS JIKYBaHHS, SAKIIO PO3BHBAIOTHCH TaKi CHMITOMH Heppomarii, Ak Oilb, neyiHn,
TNOKOJIOBAHH, OHIMiHHA 260 cNadKicTh 1A TOTO W06 NONepeTHTH BHHIKHEHHSA HE3BOPOTHUX CTaHIB,
IMenxiuni peakuii
[Tenxiuni peakuii MOXYTh BURHKATH HABITH MiC/Is MEPIIOro MPHIiOMY XiHONOHIB, BKIIOYAKOH MokcudIokcauut. Y
JYKe PLAKICHUX BUNAJKax aenpecis abo NCHXOTHYHI peakuii nepepocTaroTh y cyiUHAaIbHI TyMKH Ta IIOBEAIHKY, 110
3arpokyIOTE CaMO30EPEKEHHIO XKUTTA JIHOAUHI, HANPHKIAl, cnpobu caMoryGersa. Y pasi po3BUTKY Y NallieHTa 1HX
peaxuiii 3aCTOCYBaHHA MOKCH(IOKCALIMHY CJIi/ NPUIHHUTH Ta BXKHUTH
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BIITOBIAHMX 3aX0/1iB. PEKOMCHAYETLCA 3 06epekHiCTIO 3acTOCOBYBATH MOKCH(TOKCAIIMH NATIEHTAM 3 [ICHXOTHY MM
cTaHoM abo nallicHTaM 3 NCHX{YHUMM 3aXBOPIOBAHHAMH B aHAMHE3i.
Hiapesi, noB’si3ana 3 anTHGIOTHKAMM, BKJIIOYAIOYH KOJIIT
IToBinomanocs, mo Jiapes, moe'ssana 3 anTubiotnkamu (AAD), i komit, nop'ssanmii 3 aHTHGIOTHKAMEH (AAQ),
BIJIKOYAIOUH NCEBIOMEMOPaHO3HHUIL KONiT i niapeto, mos'ssany 3 Clostridium difficile, nos's3ani 3 BUKOPHCTAHHAM
aHTHOIOTHKIB IUPOKOTO CMEKTPY Aii, BKIIOYaI09H MOKCH(IOKCALHH, | MO3KYThb BapilOBATHCA 3@ CTYIICHEM TAKKOCTI
BiJL JIETKOT Jiapei 10 KoJiTy 3 haTalibHAM Pe3yIbTaToM. Tomy BaxIMBO BpaxoByBaTH Lieil JIarHo3 Y NALIE€HTIB, Y AKHMX
niz yac abo micnd 3acTocyBaHHs MOKCHGIOKCAIMHY PO3BHBAETHLCSA cepiiosHa aiapes. IMpw migospi abo niarBepakenHi
AAD abo AAC Heo0XinHO NPUNHHATH JiKyBaHHA aHTHOAKTEPiaIbHAMH 3aC06aMH, BKIIOYAIOYH MOKCH(IOKCAIIMH, i
HeraitHo noyatH BIANOBiAHI TepamerTiyHi 3axoau. KpiM Toro, ciii BkWTH BiANOBizHux 3axosis indexkuiitnoro
KOHTPOMO, 106 3HHUSMTH PH3HMK PO3NOBCIO/KeHHA. JlikM, WO NPUrHIYYOTH NEPUCTATIBTHKY, NPOTHIOKA3aHi
NIALIEHTAM, Y SKMX PO3BHBAETHLCA Cepiio3Ha miapes.
IMauientn 3 miacTeniclo rpagic
Mokcudnokcalis ¢t 3acTocoByBaTH 3 06epeKHICTIO MIALIEHTaM i3 MiacTeHicko rpaBic, OCKLIBKH CHMITTOMH
MOMKYTb MOCHIIOBATHCS.
TenaAuHiTH, PO3PHB CYXO0KUILIS
TennuniTi Ta po3pus cyxoxumns (ocobmHBO He nume AXiIIoBe CYXOKHIUIA) iHOMI IBYCTOPOHHI MOKYTh BHHHKATH
BIKE NPOTATOM 48 roJMH MiCAA NOYATKY JiKyBaHHA XiHOMOHAMH, 260 GTOPXiHONOHAMH i MOXKYTh BHHUKATH HABiTh
yepe3 NEeKUIbKA MICALIB Micns NMPUMMHEHHA JNKyBaHHA. PH3HK TeHAMHITIR Ta PO3PHBIB CYXOMKHIIIS TiABUILYETHCS
0COGIHMBO y MalieHTIB JNITHLOrO BiKY, Y MALIEHTIB 3 MOPYIIEHHAM (YHKLT HHPOK, MAIi€HTIB 3 TPaHCIIAHTALLIE
TBEP/IMX OPraHiB Ta y THMX, XTO OJIHOYACHO OTPMMYE KOPTHKOCTEpOinH. ToMy /il YHMKATH OIHOYACHOTO
3aCTOCYBAHHS KOPTHKOCTEPOIIiR.
Ilpu mepumx o3Hakax TeHIMHITIB (Goniounii Habpsak aGo 3ananeHHs) MaLieHTaM Ciin NPUIIHHUTH JIiKYBaHHS
MOKCH()JIOKCALMHOM Ta PO3NOYaTH albTepHATHRHE JiKyBanHs. CJil HAa3HAYHTH BiANOBinHE TMKYBaHHA BpayKeHHX
KIHI[BOK (Hanpukiaj, iMMoGinisauis). He c1ix BHBATH KOPTHKOCTEPOIIH TIPH BUHUKHCHHI 03HAK TEHIHHOTATII.
AHeBpPH3Ma Ta AHCEKIIis A0PTH Ta peryprirauis / HeI0CTATHICTH CepLeRoro KjaanaHna
Enizemionoriuni focnimkeHHs MOBIIOMISIOTh NMPO MiZBHUIEHHIT PH3HK aHeBPM3MM Ta IHCEKUIl aopTH Ta
perypritauis aoprankHOro abo MiITpaibHOro KiamaHa abo HeJOCTATHICTB CEepLEeBOr0 KIanmaHa Micas NpHiomy
(TopxiHoNOHIB, 0COOTHBO Y NMHOAE] cTapmoro Biky. '
Omxe, GTOPXiHOMOHH CNiN 3aCTOCOBYBATH NHIIE MiCHA PETENbHOI OUIHKH CHiBBiAHOIIEHHA KOPHCTI Ta PH3HKY Ta
nicsis 06roBopeH s iHIHX TepaneBTHYHUX BAPIaHTIB Y NALIEHTIB i3 TO3HTHBHOIO ciMeiiHom0 icTopiero aHeBpU3MHU 200
BPO/LKEHOT XBOPoOM cepli. abo y NaLieHTiB 3 iarHO30M BiKe HASBHOT aHEBPH3IMH aoptu abo aMcexuii aopth abo
3aXBOPIOBAHHS CEPUEBHX KJIATIaHIB, a00 NP HAABHOCTI iHMMX ()akTOPIB PU3HKY 260 CTaHIB, 110 NPUBOAATH 10 LIHX
cTaiB (Hanpukiaz, cuuapoM Mapdaua, cyaunnuii cunnpom Enepea-Jlarioca, aprepiit Takascy, riraHTOKJIITHHHHI
apTepiiT, Xxeopoba Bexuera, rinepToHis, peBMaTOIAMHMIT apTPHT, ATEPOCKICPO3).
V pasi panToBux GoNiB y KMBOTI, rpyasx aGo CIHHI NMauieHTaM ciin NOpaauTH HeraiHo 3BEPHYTHCA JI0 JKaps y
BIUIUTEHH] HeBiJknaaHol nonomory. Takoxk MalieHTaM Cllij MOpaInTH HeraitHo 3BEPHYTHCSA J0 JIKaps, SKUIO y HUX
PO3BHBAETBCA FOCTPA 3a[MIIKA, BIEPLIE CHOCTEPIracThes MinBUIIeHe CepLUeOUTTs a60 HAGPAK KHBOTA a00 HHKHIX
KIHIIBOK.
ITauienTu 3 panime icHylounmMu nopywennamu Gyukuii Hupox
INauicnTH JITHBOTO BiKy 3 NOPYLIEHHAMH (YHKLIT HHPOK IOBHHHI 3aCTOCOBYBATH MOKCH(IIOKCALIHH 3 06CpeKHICTIO,
AKIIO BOHH HE MOXKYTh IIATPUMYBaTH JOCTATHE CIIOKHBAHHS PifIMHU, OCKITEKH 3HEBOIHEHHS MOKe 301IbIIUTH PH3HK
HUPKOBOI HELOCTATHOCTI.
ITopywenns 3opy
Aximo 3ip noripuryethes aGo BuHUKae OyIb-AKHil BIUIHB Ha 04i, CJij HeraiiHo 3BEPHYTHCA 0 o TanbMoJIora,
HJucrnikemis
Ak 1 A Beix (QTOPXiHONOHIB, MOPYLIEHHs piBHA INIIOKO3M B KPOBI, BKTIOUAROUM SIK rinornikemito, Tak i
TINepriikeMil0 MOBIZOMIAIOCS NpH  3acTOCYBaHHi MOKCHOIOKcaunny. VY  mauieHtis, fKi OTpUMYyBamn
MOKCH(JIOKCALMH, TUCTITIKEMis CroCTepiraaich NepeBaxHo y TiTHIX XBOPHX Ha IyKpoBuii niaber, axi ogHOYacHO
OTPUMYBATH NEPOPaNLHO rimornikeMiuni 3acobm (Hampukian, cynedoHinceuosuny) aGo iHcyniH. XBOpHM Ha
LLYKpOBMIi iaGeT peKOMEeHAYETHCA NPOBOANTH PeTeIbHIIT KOHTPONL FTIOKO3H B KPOB.
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IpoginaxTuka peakuiii ceitonyTansocTi

JloBenero, MO XiHONOHK BUK/IMKAIOTL Peakilii CBITI0YYTIMBOCTI Y NalieHTiB. Xoua 10Ci1KeH MOKa3yloTh, 10
MOKCH(IIOKCAIIMH Ma€ MEHIIHI PH3MK BHUKIMKATH CRITNOYYTHHBiCTE. He 3maxaious Ha Le namientam e
PEKOMEHIYBATH YHMKATH BNAHBY Y®D-0npoMiHeHHA a00 IHTEHCHBHOTO / CHJIBHOINO COHSYHOO CBITAA Mi uac
JIKYBaHHA MOKCH(IIOKCALIHHOM.

auienTn 3 nediuntom riwkoso-6-poeharaeriaporenasu

IMawienTn i3 cimefinoio ictopiero abo QakTuanmm nediumrom rIr0K030-6-QochaTaeriiporeHasd CXWIbHI 110
reMOTITHYHUX peakuiii npy JikyBaHHi XiHononamu. ToMy Mokcudokcalus cii 3aCTOCOBYBATH 3 00epekHICTIO LM
NaLicHTaM.

HeniaTpuuna nonyasiuis

Hepe3 HeCPHATIMBHIT BITHB Ha XPALL MOIOAMX TBAPHH (THB. po3ain 5.3), a Takox 4yepe3 0OMeneHy TOKYMEHTALLi0
3 Gesnexku MokcHGIOKCALMHY CNTiJl BUKOPUCTOBYBATH TiILKM JUIS JiTel i MiamiTkig 3 iHpekuiero M. Tuberculosis,
SAKILO BBAKACTBCA, 110 KOPHCTh MEPEBULLYE PU3HK | HEMAC allbTEPHATHBH JIIKYBAHHIO.

Honomixeni pevosunu

[TB230 Toproea Ha3Ba] MICTHTh HEBEIHKY KiNbKICTh JAKTO3H.

llanienTu 3 piIKICHUMH CATKOBMMM MpoGIeMaMH HEMEPEeHOCHMOCT ramakTosu, aedimurom naxktasu Jlanma a6o
ManbabcopoLIcIo MIHOKO3U-TANAKTO3H MOXKYTh CIIOCTEPIraTHCA CHMITOMH HENEPEHOCHMOCTI.

BakuBo BpaxoByBaTH BIUTHB JOMOMIKHHX PEYOBHH Bill yCIX JiKiB, fKi MpuitMac naiienT.

4.5 Bzaemonin 3 iHINHMH JiKapCHLKUMH 32¢00aMH Ta iHII Bin B3aeMoii

Bsaemopnii. onocepenkosani nutoxpomom P450

Hocipkerns in vitro 3 isopepmenTamu mutoxpomy P450 (CYP) Bka3yioTs Ha Te, 110 MOKCHAIIOKCATIHH He MIPUTHIYYeE
CYP3A4, CYP2D6, CYP2C9, CYP2C19 a6o CYP1A2, npumyckaiyu, mo MOKCH{(DITOKCATINH HARPATL YW MOXKe
3MIHHTH (apMaKkoKiHeTHKY NpemapaTiB, 1O MeTabo/i3yloThcad LMK (epMenTamy. Takok HeBiioMmo, 1106
i3opepment CYP450 GepyTs yuacTs y MeTaGonizmi Mokcunokcauuny. BpaxoByiouH i pesy/bTaTh, MeTaboTigmi
B3acMOZii yepes depMeHTH IHTOXpoMY P450 ManoiiMoBipHi.

KniHiyni pocnikeHHs MoKasaiu, WO BiICYTHI B3aeMOAIl NPU OJHOYACHOMY 3aCTOCYBaHHi MOKCH(IIOKCALHHY 3%
PaHITHANHOM, POGEHE M IOM, NEPOPANLHIMH KOHTPALIEITHBAMH, NPENapaTaMi KalbLIiio, MOP(}IHOM, 1110 BBOJHTECH
TApEeHTEPaANIbHO, TeoDiLMIHOM, UMKIOCTIOPHHOM ab0 ITPaKOHA30JIOM.

Pudamninmn

Ilpu onHouacHomy 3acTocyBaHHi 3 jekinbkoMa gosamu pudammimuny AUC MokcHIOKCALMHy 3HHKYETBCA
npubnnsHo Ha 30%. Kuiniuei Hacqiaky mbOro HEBiZOMI, i IIpM OJHOYACHOMY 3aCTOCYBaHHI He PEKOMEHIYETECA
KOPUIYBATH J103Y.

Pudanenrun
Ilpu onHouacHoMy 3acTocysanHi 3 nekinbkoma nozamu pudanentuny AUC MoKcH(IOKCALMHY 3HIKYBaTacs Ha
17%. Kniniuni HacliIKH 1bOTO HEBIZOMI, i IIPH OXHOYACHOMY 3aCTOCYBaHHI KOPHIYBAHHA 103H HE PEKOMEHIYEThCS.

Pudadyrun

Hemae aanux npo BIUTHBE 0JHOYACHOTO NPHIHOMY Ha Jir0 MokcudIokcaluny i pudabyTuny.

3acobu, wo nodosxcyroms QT

He mMoskHa BHKITHOUATH A0aTKOBHIT BILIMB Ha NojoBxkenHs inTeppany QT mMokcuduokcariny Ta iHIINX 3aco6is, 1o
nonoexyioTh iHTepsan QT. Llei edext Morke NPU3BECTH 10 MIIBUIIEHOTO PH3HKY ILTYHOYKOBUX apHTMiii, 0COGIMBO
nipyeTHoi Taxikapmii. ToMy MOKCH(IIOKCALMH CTia 3 06epekHiCTIO 3aCTOCOBYBATH MALLIEHTAM, SKi npuiiMaoTs 0y k-
AKHIL 13 HACTYNHMX Npenapatie (IHB. TaKOXK po3ain 4.4):
- QHTHAPUTMI4HI 3aco0u Knacy IA (Hanpukiaz, Xinioun, 2idpoxinioun, ouzonipamio),
- aHTHapUTMIuHI 3acobu knacy III (HanpHknan, aviodapou, comanon, dogemunid, iGymuio),
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- HEHpoeNTHKY (HaNpHKNan, ghenomiasunu, nismosud, cepmundon, 2anonepudon, cyismonpud),

- TPULMKIITYHI aHTHACTIpCCAHTH (HANPHKAAN, amimpunmunin, KAOMIRpamin, dokcenin, IMIRPAMIK, HOPRIPURTTLTIR)
- ekl aHTUMIKPOOHI 3acobu (caksinasip, cnapghnokcayun, epumponiyun (Hympiwnvosennuit), nenmamioun,
awmumanApiuni sacobu, ocobauso eaiodanmpun),

- JIleAKi aHTHTICTaMiHui 3ac00H (mepghenadun, acmemizon, Mizonacmun),

- 11 (HanpUKIAN, yu3anpud, éenkamin 6/s, Genpuoun, Oighemanin).

3acobu, wo snuxcyrome kanii

Mokcugnokcanns ez 3 06epexkHICTIO 3aCTOCOBYBATH NALiEHTAM, K NpUAMalOTh MIKK, 1110 MOXKYTE 3MEHIITHTH
piBeHb Kallilo (HaIpHKNa, NeTIbOBI Ta TiasuaHi JiypeTHkn, NPOHOCHI Ta KIi3MH [BUCOKI 103H], KOPTHKOCTEPOI Y,
amporepuuun B) abo niky, siki n0B’s3aHi 3 KIiHIYHO 3HAYYIION0 Opaankapmieto.

OnxouacHe 3aCTOCYBAHHS 3 KOPTUKOCTEPOINAMH MOKE TAKOXK 30iNbIIHTH PH3HK PO3BHUTKY PO3JIadiB CyX0XKHIh
(muB. Po3nin 4.4)

Hsosanenmni ma mpucanenmui kamionu

YTBOpPEHHs XeNaTiB 3 3ali30M, AMOMIHIEM Ta MarHieM, MOXyTh MPHUTHIYYBATH BCMOKTYBaHHS MOKCH(IOKCALMHY.
IpuiioM npenapartis, 110 MiCTATH Li KaTiOHH, 0THOYACHO a6o y YacoBiii GIU3LKOCTI Bil TIPHHOMY MOKCH(IIOKCALIHHY
MOE 3MEHIUMTH BIUIMB MOKCH(IOKCauuHy Ha 25-60%. Mik BBeIeHHSM NpenapariB, 10 MiCTATE ABOBAJIEHTHI 460
TPHBAJICHTHI KAaTiOHH (HANPUKIa/i, aHTALAIH, 11O MiCTATEL MarHil a6o amoMiHiii, TabneTku OUIaHO3HHY, CyKpaibdat
Ta 3aC00iB, WO MICTATH 3ani30 al0 UMHK), Ta BBEJIEHHAM MOKCH(JIOKCALMHY NOBMHEH 3aTMIIATHCS IHTEepBajl He
MEHILE 6 FO/uH.

OnnouacHmii NpHiiOM IePeBHOTO BYTIIA 3 MEPOPAILHOIO 103010 MOKCH(TOKcarmHy400 Mr IPU3BIB 10 MOMITHOTO
3ano0iraHHs BCMOKTYBAHHIO JIKiB Ta 3HIKGHHA CHCTEMHOI JOCTYNHOCTi mpemapaTy OLIbII Hik Ha 80%. Ortxe,
OHOYACHE 3aCTOCYBAHHA LMX JBOX TPEMApaTiB HE PEKOMEHAYCThCA (KPIiM BHIAIKIB Mepefo3yBaHHs, IHB. TAKOK
pozuin 4.9).

IniGenicnamio

Y nocnimiennaX, NpoBeACHHX Ha A00POBONBUSAX i3 miaGeToM, OmHOYACHE 3aCTOCYBAHHA IIEPOPATEHOIO
MOKCH(IOKCAUMHY 3 TIOEHKIaMiIoM IPH3BENIO 10 3HUKEHHA MIKOBHX KOHUEHTPALLiii rnibeHKIamMiny y mwiasmi Kpogi
npubnusno Ha 21%. OnHak dapMaKOKiHETHYHi 3MiHM, IO crocTepiraiucs 1 rnibeHKIamMiay He MPU3BENH 10
JKOIHHMX KITHIYHO 3HAYYLUMX 3MiH hapMakoIMHAMIYHIX TIOKA3HMKIB (ITIOKO3a B KPOB, 1HCYIiH).

3minn B INR

V' maiienTiR MORIMOMISTIOCS TMPO BeNHKY KUTEKICTL BHNamkis, wo cpigdars npo 30iNbIICHHA NepopanbHOT
@HTHKOATYJIAHTHOT AKTHBHOCTI NpK npuiioMi aHTHGiOTHKIB, 0CO6NHBO BTOpXiHOMOHIE, MakKpoifiB, TeTPALNKIIHIB,
KOTPUMOKCA3011y Ta AeAKUX uedanocrnopnHis. IndekuiiiHo-3anansui cranu, Bik Ta 3arajisuuii cTaH nalienTa cTaroTs
haxTopamu pu3HKY. 3a IHX 0OCTABHH BaKKO OIHMTH, iHEKIis 4 anTHOioTHKOTEpamis cripryuHuna posman INR
(MikHapoHe HOpMani3oBaHe CHiBBiAHOMIEHHS). 3anoGiKHMM 3aX0I0M Oyae OLIbII YacTHii KOoHTposib INR vy
TATEHTIR, AKi OTPHMYHOTH Rapdapin a0 Gy/th-a%i TONIGHT aHTHKOATYISHTH,

4.6 ®epTUbLHICTD, BATITHICT Ta JaKTALIN

BariTHicTb

besneka 3actocyBanHA MOKCH(UIOKCALMHY MiJ Yac BAriTHOCTI KIHKH He Jocnipkysanack. MokcHdiokcaluH ein

3aCTOCOBYBATH TiJ| Yac BariTHOCTI JMINE B TOMY BHINAJKY, AKIIO KOPMCThH BBAKACTHCH GLILIIOK 3a PH3HK, a

albTEePHATHBHI METOMH NiKyBaHHs BiACYTHI. OBOPOTHI MoMKOmKEH s CyrNo6is omhcani y AaiTeii, Aki npuiiMaoTL

IeAKI XiHOJNIOHH; OJIHAK HE NOBINOMILIOCH, IO Leif eeKT crnocTepiraeThes y Iony, 1o nepedypae mix ix BIUIHBOM.

JlocrikeHHs Ha TBapHHAX MOKAa3ald PENpPOIYKTHBHY TOKCHYHICTE (muB. posmin 5.3). IMoTeHuiiinuil pyUsMK s

MoK HeBinomuit. JKinkam, o npHiiMaloTh MOKCH(IIOKCALMH C/TiJl YHUKATH BariTHOCTI, CJIi BXHTH HATEKHIX

3aX0/iB KOHTPALEILi.

Jlakranis

3acTocyBaHHA MOKCH(IOKCALMHY il HYac TrOAyBaHHs TPYNTO NPOTHIOKAsaHo. SIK i Y BHUMAIKY 3 IHIIMMH

XiHonoHamMu, GyNo 10BeJeHO, 10 MOKCHGIOKCAIH COPHYHHAE YPaKEHHs Xp#Alla HECY4HX cyrjo0iB He3pinmx

TBapHH. JOKIiHIuHI AaHi cBif4aTh MPo Te, 110 HEBENHKA KLTbKICTh MOKCH(IOKCALMHY NOTPAIUILE ¥ IPYIHE MOJIOKO.
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PePTUIRHICTE
CreuianeHux J0CHikenh 3 MOKCHQIOKCAIIMHOM Ha JFOLSX IS Ol HKH BIUTURY Ha QepPTIILHICTL HE TPOBOIMIOCE.
JlociiDke HHS Ha TBapHHAX He BKA3yiOTh Ha TOPYLICHHS epTineHoCT (aHB. posain 5.3).

4.7 BNIMB Ha 31aTHICTE KePYBATH TPAHCHOPTHUMI 3ac06aMu Ta NpalnoBaTH 3 MexanizMamMu

JloCNiKeH s BILIMBY MOKCH(IOKCAIMHY Ha 3MaTHICTh KepyBaTH aBTOMOGiNeM i NpalioBaTH 3 MEXaHi3MaMH He
nposoaumics. Onak GTOpXillononH, BKIOYAIOYH MOKCHIOKCALIHII, MOIKYTh CIIPHUHITHTH NOTIpLIEHHA 3aTHOCTI
NalieHTa KepyBaTH AaBTOTpaHcroptom abo NpamioBaTH 3 MexaHi3MaMHm 4epe3 peakuil [IHC (nanmpuknan,
3anaMopOiEeHHA; rocTpa, THMYAcoBa BTparta 30py, AuB. po3flin 4.8) abo rocTpa i KOPOTKOYACHA BTpATa CBiZOMOCTI
(cuukone, au. posnin 4.8). MauicHtam cnin nopaguti NOJIMBUTHCD, AK BOHH PearyroTh Ha MOKCH(IOKCALIMH mepe
TUM, SIK KepyBaTi aeToM00LIeM 200 MpaIfoBaTH 3 MEXaHi3MAMH.

4.8 Hebamxani edextn

Ilo6iuni peakuii, 3acHoBaHi Ha KIiHIYHUX BUNPOOYBaHHIX MokcudokcauuHy o 400 Mr (epopaibHa Ta NocIiIoBHa
Tepanisi), BIACOPTOBaHi 3a YaCTOTO, NepepaxoBaHi Hukye. CITil 3a3HAYUTH, 1O GLTBIIICTD NOCTYNHUX JaHUX 1PO
Gesnexy MokcnGokcaLuHy 6y10 OTPUMAHO BiJl NALIEHTIB 3 iHIIAMH 3aXBOPIOBAHHAMHU, KPIM TyOepKyJbo3y, Ml yac
HOCTiKeHb TPHBATICTIO MEHIIE TPLOX THHAKHIB.

Hebaxani sBrwa, ski, npuHaiiMHi, MOXKIHBO MOB'A3aHi 3 JiKyBaHHAM MOKCH(IOKCAILIMHOM, TiepesiueHi Hipkue
3aIeKHO BIJl CHCTEMH OPTraHiB, Kiiacy opraHis i 4actotd. OKpiM HyIOTH Ta nAiapei, Bci no6iuHi peakuii cniocTepiranucks
npHu YacToTi Hikue 3%.

HacroTa BusHayacThed AK: Ayske yacto (= 1/10), wacto (> 1/100, <1/10), neyacto (= 1/1000 no <1/100), pigko (=1 /
10000 mo <1/1000 ), myxe piako (<1/10000), “HeBinomo” (He MOKHA OUIHHTH 32 HAABHUMH AAHHMH).

Cucrema Yacto Heuacto Pigko Jlyxe piako Hesizomo
oOprasie
Kaac
Indexuii Ta Cynepindexuis,
inBasii 1o BUHUKIA
BHACIIOK
GakTepianbHOT  4H
rpubKoBOT
PE3UCTEHTHOCTI,
HaIpHKIaza
OpanbHHH 4H
BariHanLHHUii
KaHIHJI03H
Poznaau 3 AHeMisn, IlinBuinenns
boky nelKoneHis, piBHs
KPOROHOCHOT HeHTponeHis, npotpoMGiny /
Ta TpoMOOLMTONEHIs, 3MEHIICHHS
aimparuanoi TpoMOOLIHTEMIS, INR,
cHeTemM eozuHodinis, arpaHyJIOLHTO3
IOIOBHKCHHA TIAHIMTOIICHis
npotpoMGiHOBOTO
yacy / 30inblueHHs
INR
Posznaau 3 Aneprivni peakuii Anadinakcis, BKIIOYAKOUYH
oKy imyHHOT (nMB. po3nin 4.4.) PiIKICHI BUIIAKH IIOKY, 1110
CHCTEMH 3arpoxyc SKUTTIO
(amB.poszain 4.4),
anepriyauii  Habpsak [/
AHTIOHEBPOTHYHMI HabpsK,
BKJIHOYAIO4H Habpsak
roprafi, 1O NOTeHUilHo
3arpoky€e  KUTTIO  (AMB.
po3nin 4.4)
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Cucrema Yacro Heuacro Pinko ly:xe pinko Hesi
oprasis aoMo
Kuaac
Poznanu 3 Cunpgpom NOpYLIEHHA
foky CeKpeull aHTHIIYPeTHYHOro
€HJO0KPHH ropmoHy. (SIADH)
HOT
CHCTEMH
Hopywen Inepninigemis Iinepriikemis Tinornikemis
Hsl Iinepypukemis INinornikemiyna koma
meTaboutis
MYy Ta
Xap4yyBaH
ns
Menxivni Peakuii JlabineHicTe  Hactpowo, | Jlenepconanizaris,
poznaau® CTPHBOKEHOCTI, Zenpecis  (y PpiaKicHMX | CMXOTHWYHI  peakuii (3
MiZBUILEHHS BHMANKAX 3 MOXKIHBOK | MOMIHMBOIO  CaMoarpecicio,
HNCHXOMOTOPHOT camoarpecielo, Takoko SIK | TaKOK AK CyilMuanbHi inei /
aKTHBHOCTI/ CYIUMIANBHI 118 / IYMKH | IYMKH ado cnpobu
30y IKEHHS abo cnpobu camorybcTra, | camory6ceTsa, IMB po3ziin 4.4)
IHUB. pozain 4.4)
lanrounnanis
Masiuns
Posznaau 3 | l'onoenuii | [lapecresii /| T'imoecTesis, mopyleHHs | rimepecTesis
oKy (3018 ausecresii, HIOXY (BKIIOYAKOUH
HepBOBOI | 3anamMop | MOpYLUEHHs CMaky | BTpaTy HIOXY),
CHCTCMH™ | Ouells (prnovaroTH 1eHOPMaNbITi
areB3iro Y | CHOBHIIHHA, NopymeHHs
PlAKICHHX KOOpJAHHALIT
BUITAJIKAX), (BKMIOUYAOYM posnan
CILTYTaHiCTh X0/H BHACIIJOK
cBinoMocTi Ta | 3aMaMOoOpoYeHHs ado
BTpaTa OpIi€HTaLi, | BepTHro), CYIAOMHI
posnaau CHy | HamaaM y TOMY YHCII
(nepeBaxHO grand mal Hamamu (amB.
6e3conHs), po3min 4.4),
TPEMOp, BEPTHIO, | MOPYIICHHS: YBarH,
COHJIMBICTB posnanu MOBIICHHH,
aMmHesis, nepudepuyna
Heliponaris Ta
nonineiiponarisa
Posaagn 3 [opymenns sopy, | ®orodobdis TpansutopHa ' Brpara 30py
Goky BKJIIOYAI0TH (ocobmuBO Nig yac peakuiii 3
oprauis JIHTLIONII0 Ta 6oky ITHC, nus
3opy* HEUITKiCTh  30py pozainu 4.4 ta 4.7),
(ocobnuBo mix yac YBEIT Ta Ol1aTepanpHa rocTpa
peakiiit 3 Goky TPaHCLTIOMIHALA paiilyKKu
ITHC, nus (nuB. po3ain 4.4)
po3ain 4.4)
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Cucrema Yacto Heuacto Pinko Jy=xe piako Hegigomo
opraxis
Kaac
Hopymenns JI3BiH y Byxax,
3 Goky HOPYILEHHST CITYXY,
opraHis BKJIHOUAIOYH TIYX0TY
CayXy Ta (3a3puyaii obopothy)
BECTHOY.IAP
HOTO
anapary*
Poznaan 3 ITopossken IonopxeHns iHTepsany Lmynoukosi Hecneundiuna
Goky Hi QT- QT TaxiapuT™ii APUTMIs
cepua** ireppanyy | (aus. posain 4.4) Henpuromuicts (tobro Torsade de pointes (nus
XBOPHX 13 Cepuebutrsa rocTpa posnin 4.4)
rinokaniemi | Taxikapnis 1 KOPOTKOTpHBAA 3ynuHKa cepis (auB
€10 (uB. Murotnuea aputmis BTpaTa CBiZIOMOCTI) po3ain 4.4)
posainu 4.3 | Crenokapnia
Ta 4.4)
Poznaan 3 Basoaunarattis ApTepianbHa rineprensis, BACKYJIT
oKy apTepianbha rinoTeHsisa
CYAHHHOT
cHCTeMH
Po3zsanm 3 3annmka
Boky (B TOMY yHcni
AHXANbHOT aCTMAaTHYHHIH CTaH)
CHCTEMH,
oprauis
rpyaHor
KJITKH Ta
cepenocTing
Al
HInyukoso- Hynota 3HHKEHHSA aneTHTY Ta Jlucoaris, cromarur,
KHIIKOBI bmopoTa 3MCHINECHHA BAKHBAHHA ki, | acouidoBaHmii iz
po3aaan [lnyskoBo- | 3anop, aucnencis, 3aCTOCYBAHHAM
KHIIKOBI (natynenuis, ractpur, aHTHOIOTHKA KOMIT
Goni, 6inb B | MiABMIICHHA PiBHA aMinasH | (BKIHOYAKOUM
HHBOTI ncep1oMeMOpaHo3-HHii
Hiapes KOJIIT, ¥ PiAKICHUX
BUMAJKaxX acoLiHOBaHHiIi i3
3arpo3NHBHMH [UIS KHTTA
YCKIIAJHEHHAMH, JHB
pozain 4.4)
I'enato- Migsumens | IMopyurenas dyakiii JKopTaHuus OyneMinaHTHHI  renaTuT,
OiiapHi A piBHA NEYiHKH (BKIIOYAKYH Ienarur IO  MOTEHUIAHO  MOMKe
NOPYIIEHHS TpaHcaminas | mijsumenns JIT (nmepeBaxHO MPU3BECTH IO  PO3BUTKY
(nakraraeripo-reHasmu)), XOJIECTATHYHHIA) Hebe3ne4yHol U1 SKHTTA
T IBMILEHHS PiBHS MC4IHKOBOI HEJ0CTATHOCTI
6inipy6iny, nizsuueHH (y T4. 3 JeranbHuM
I'T'TII (ramma-rayTamin- HACMI/IKOM, JIMB. PO3AiN
TPAaHCTICNTHIA3H ), 4.4).
MIBHILEHHA B KPOBI PIBHA
nyxnoi docdarasu
Ilopymenns Caep0iz, BHCHNAHHS, Bynbos3Hi wkipHi peakuii, Ioctpuit
3 Doky KPONHB sHKa, CYXICTh Taki Ak cunapom CTisenca | resepanizoBaHu
mKipn Ta LIKipH — JlxoHcona abo i
nigmwKipuoi TOKCHYHUIT €K3aHTEMATO3H
KJITKOBHHH eniepMaNbHKIT HeKPOTi3 it
(o moTeHwifo MyCTYIL03
3arpoXYIOTE JKHTTIO, HB (AGEP)
po3ain 4.4)
Hopymwenusn ApTpanria Tenauit (auB Pospus cyxoskuis Pabaomioniz
3 Boky Mianris po3ain 4.4) (anB. po3nin 4.4)
OnopHO- Cynomu M’s3ie ApTpur
pyxoBoi ITocMukyBanus M'a3i8 Purianicts m’s3ip
CHCTEMH, M's30Ba cnabkicTs
CIOJIY4HOT
TRAHHHH Ta
KicTok*
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Cucrema Yacro Heuacto Piaxo Jy:xe pinko Hesizomo

Oprasis

Kanaac
3arocTpenns
CHMIITOMIB
MiacTeHii rpagic
(auB. poanin 4.4)

Posnaam 3 Goky Jlerinparanis opyuenns

HHPOK Ta GyHKUIT HUpoK

CeYOBH/IINBLHOTO (BKJIIOHAKOYH

TPaKTy

36inpuenns BUN
Ta KpeaTUHiHY),
HHPKOBA
HE0CTAaTHICTD
(auB. pozain 4.4)

3aranabHi IMorane Hab6psku
posnaau Ta caMonoyyTrs (B

peakuii Ha micui OCHOBHOMY

BBeJACHH* acTeHis 4u

BTOMJICHICTE),
BiA4yTTs Gommo
(BrmrOHa04H Oik
Y IOMNEpeKy,
TpyAHiit kiniTui,
6imb y KiHLiBKaX,
BoJIH0YiCTE ¥
npoekii Manoro
Tasa), rinepriapos

* Jlyske piaKicHi BUNAJIKK TPHBAIHX (10 MicsilliB a60 POKiB) peakuiil, BUKIHKAOUMX IHBATIIHICTE Ta MOTEHIIHHO HE3BOPOTHI
Cepiio3Hi peakiii, 110 BINHBAIOTS HA ACKIILKA, IHOXI MHOMKHHHL, CHCTEMH] Kiach OpraHiB Ta OprayiB YyTTs (BKIHOYAIOYH TaKi
PeaKIlii, AK TCHANHIT, PO3PUB CYXOKHILIA, apTparis, 6ifb y KiHiiBKax, NOpYLICHHs XOJIH, HEBPONATIi, OB'93aui 3 mapecresicro,
JEIpecis, BTOMa, TOTiPIeHHs 1aM’ATi, PO3/NaaH CHY Ta IOTipIICHHS CIyXY, 30pY, CMaKy Ta HIOXY), 1o Gy nosizomneni y
3B’A3KY i3 3aCTOCYBAHHAM XiHONOHIB Ta TOPXiHONOHIB Y AEAKHX BHIAIKAX, HE3AICKHO Bill iCHYIOUHX paHilue (akTopiB pusHKy
(auB. pozain 4.4).

** BUna/ku aHeBPH3MH Ta IUCEKIIif A0PTH, IHOAT YCKNALHEH] PO3PHBOM (BKJIOMAIOUH TETANBHHIT), 4 TAKOXK peryprirauis /
HENOCTATHICTE Oy1b-AKOTO CEPLICBOTO KIAMNAHA Y NAI[iEHTIE, fKi OTPHUMYBATH GTOPXiHONOHHK (IHE.pO31iN 4.4)

IcHytoTs Myske pinkicHi BHNanKH Takux MoGiunux edekTis, PO SIKi MOBiIOM/LAIOCH TC/s JiKYBAHHA IHITHMH dropxiHononamu,
AKI MOMKYTh TAKOK BUHHKATH Mill YAC TIKYBAHHS MOKCUDIOKCAIMHOM: MiIRHIeH S RHYTPIiIIHLOYEPENTHOTO THCKY (BKIIOMAIONH
TCEBJONYXIMHHI MO3KOBi 3aXBOPIOBaHHA), rillepHATpieMis, rilepkanbiieMis, remMomiTHYHA aHemis, paGnaomionis, peaxuii
CBITI0YYTNHBOCT (AHB. po3jiin 4.4).

Hosidomaenns npo nidosprosani nobiuni pearuii

IToBinomnenns npo minosprosani noGiuni peakuii Ha mikapcbkuii 3aci6 B NocTpeccTpauifHHi Nepion € BaKIHBUM.
He n03B014€ LPUBOLAMTH HOCTIHHME MOHITOPUHI® CLIBBIAHOWEHHS KOPMCTD / pU3HK nikapcbkoro 3acoGy. Ipocsts
MENMYHHX MpALiBHUKIB TOBIAOMJATH Npo Oyab-fKki minospioani moGigui peakilii BIacHMKY peecTpalifHoro
NOCBiTUeHH: 200, AKII0 TaKHii €, uepes HalllOHATLHHIi OPTaH CHCTEMH 3BiTHOCTI.

4.9 Ilepenosypanus
CumMnromMu
OnHxopasoei nepopaibHi nepeno3ysanHs 10 2,8 T He CYNPOBOKYBATHCE JKOAHHMH CEPHOZHMMU 1100IYHUMH
edexTamMu.
Tepanis
Hisknx criemianbHuxX 3ax0iB MPOTHAIT Mic/s BHIAIKOBOro TIEPEI03YBAHHA He pekoMeHayeThea. Chig posnoyati
3arajibHy CHMNTOMATHYHY Tepariio. HeobxinHo nposectn monitopuur EKI 4yepe3 MOMUIMBICTb IMOMOBKEHHA
inrepsany QT. OxHowacHuii mpuifoM Byrins 3 MOKCH(JIOKCALIHHOM 103yBaHHAM 400 MI' MepopaIbHO 3MEHIINTE
CHCTEMHY JOCTYMHICTh npenaparty Ginbin Hik na 80%. IIpuiioM akTHBOBaHOrO BYTILIA, AKOMOra IIBW/IIIE ITICIs
NEPOpanbHOro Nepeno3yBaHHA MOXKE 3ano0irTH HaIMIpHOMY 361ILIIEHHIO CHCTEMHOIO BIUTHBY MOKCH(IOKCAITHHY,
brnsbko 3% 19% nosu mokcnduokcaunny, a Takoxk Gnussko 2% i 4,5% foro MeTadoNITy MNIFOKYPOHIAY BHAANIAIOTLCA
HIIXOM NOCTIHHOro amOynaTOPHOTo NEPUTOHEANBHOIO ianisy Ta reMOJiali3y BiAnoBiaHO.
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5. PAPMAKOJIOI'TYHI BJIACTHBOCTI
5.1 ®apmakoauHAMIYHI BJacTHRoCTI

DapmakoTepaneBTHYHa Ipymna: aHTHGaKkTepianbhi 3acobu TPYIH XiHOMOHIB, GTOPXiHONOHH,
xkon ATC: JO1 MA14

Mexanizm aii

Moxkenrokeaunn mae akTuBHicTS in vitro npotv M. Tuberculosis, a Takosx NPOTH IIMPOKOTO CreKTpa
IPaMIIO3NTHBHUX Ta FPAMHETaTHBHUX 30YIHUKIB. bakrepuumana nis MOKCHIIOKCALIMHY TIpoTH M.
Tuberculosis € pesynbTaTom iHriGyBaHHs AHK-ripasu, konoraHoi renamu gyr4 Ta gyrB.

Pisui nocninnukn nosinomnsnu npo posnoain MIK aukoro THUITY JUIS KIHIYHUX i30naTiB M. Tuberculosis
B Mexkax 0,03-1 mr/n. Ilpononyerses 3nauenns 0,5 mr/n sk IPAaHUYHUH IOKA3HUK 4yTaHBocTi. Konu
BHHHKAE PE3UCTEHTHICTH 10 PTOPXiHONOHIB, Lie, SIK IPABHIIO, CTIPUYHHEHE MyTauiamu B gyrA. Iepexpecna
PE3HCTEHTHICTD Y Kiaci mpenaparis GTOpXiHOMOHIB € BEIMKOIO, X0ua He YHIBEPCATBHOIO.

Kniniynuii noceia

Mera-ananiz naHux okpemux mamicutis 3 50 cnocTepekHHX Ta CKCIIEPHMEHTAJIbHUX JOCTIIKEHb 3 25
KpaiH mokasas, wo 3 12 030 nauientis 7346 (61%) mamm yerix y nikysanni, 1017 (8%) mamu BigMoBy a6o
peunaus, i 1729 (14%) momepio. IlopieHaHo 3 HeBaauer abo PELHIANBOM, YCTiX JIKYBAHHA MO3UTHBHO
TOB'A3aHMH 13 3aCTOCYBAHHAM JIiHe30.iy (CKOPHroBaHa pi3HHMLA pusuky 0-15, 95% CI 0-11 mo 0-18),
nesoduokcaruny (0-15, 0-13 g0 0-18), kapGanenemis (0-14, 0-06 1o 0-21), mokcudokcauuny (0-11, 0-08
10 0-14), 6enaxsininy (0-10, 0-05 no 0-14) ta kinohazuminy (0-06, 0-01 10 0-10). IcHyRap 3HauHMii 3B'130K
MK 3HHXKEHHSM CMEpPTHOCTI Ta NpHiioMOM migesonimy (-0-20, -0-23 no -0-16), nesodaokcauuny (-0-06, -
0-09 no -0-04), Mmokcudnokearmny (-0-07, -0-10 o -0-04), abo Genaxpininy (-0-14, -0-19 xo -0-10). By
3pOO/ICHHIH BUCHOBOK, 1110, XO4a BIUIME OOMEKEHHIT 3 Oy Ha XapaKTep JaHWX, Pe3yJbTaTH JIIKYBaHHS
MYNBETHPE3UCTEHTHOrO TyOepKy/bo3y GyaH CYITCBO KpallMMH TIPH 3acTOCYBaHHi ¢dTopxiHonoHis
MI3HIUIOrO NOKOMIHHA, TAKMX AK MOKCH()IOKCAIINH, & TAKOXK MpPH 3aCTOCYBaHHI JiHe3oniny, Geaaksininy,
Kiodasuminy Ta kapbaneHeMi.

5.2 ®apmakoKiHeTHYHI BAacTHBOCTI

XapaktepucTHKH BeMOKTYBanHs [TB230 Topropa Ha3ea) Oy BU3HAueHi y 310pOBMX 10OPOBOMBILER
1I0J10 MOKCH(IIOKCAIIMHY Ta 3Be/IeHI B HACTYTIHIi Tabauui

Mokcudnokcauun
XapakTepucTHKH Cepenne apudmeTnyHe + crannapTHe BigXHuneHHs
(cepenHe reomeTpryHe)

Maxcumanbha koHueHTpaiis (Cmax) 2.123+0.679

(2.039)
I1nowa nin kpuroio (AUCO0-»), BeiunHa CTyTIeHs 294+5.7
abcopbuii (28.9)
Yac nocsarHeHHs MakcuMansHoOT 2.30 £ 1.09 roaun
KOHIeHTpauii Tmax
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Papmakokinernka Mokcnduokcanuny

Moxcudiokeanun

Abcopbuis

AbGcomoTHa 6i00CTYNHICT

91%

IMepopankna GiogocTynHicTs

HIBuako Ta Maiixke IOBHICTIO BCMOKTYEThCS TICIs
NIePOPANEHOro 3aCTOCYBAHHs!

Baue ki Ha BCMOKTYBan s He BlUmMBAe 04HOMACHUI Lipritom TxKi
(i%a 3 BUCOKHM BMICTOM 3KHpY)

Posnoain

3aranpHui

HIBHAKO PO3MONINACTECS B KCTPABACKYIAPHOMY IpocTopi
Hlocsrae piBHOBaXkHOr0 CTaHy mpoTaroM 3 auis (400 mMr
OIHH pa3 Ha 1eHb)

O6’eM po3noziiy B piBHOBaKHOMY CTaHi

ITpubnusuo 2 n/kr

3B’a3yBaHHs 3 GiTKaMu KpoBi

ITpubnusno 40-42 % Ta He 3aiexKHTh Bil KOHUEHTpALIi
npenapary
3B’A3YIOTBCS NICPEBAKHO 3 AILOYMIHAMY TL1a3MH

TxaHHHA Konuentpauis PigeHb y nasmi kposi :
ITna3ma 3.1 Mr/n - ]
CnuHa 3,6 MI/n 0,75-1,3
BuicT nyxups 1,6' Mr/n 1,7! |
Cnmsosa obononka Gponxis 5,4 Mr/kr 1,7-2,1
ATbBeONsApHI Makpoaru 56,7 Mr/kr 18.6-70,0
Pijuna emiTeniaibHOro mapy 20,7 Mr/n 57
l"aliMmopoRa nazyxa 7,5 mMr/kr 2,0
EtMoinanbui nasyxu 8,2 MI/kr 21
Hazanesi noninu 9.1 Mr/kr 2,6
IHTepcTHLIANBHA pifvHa 1,0° mr/n 0,8-1,4%3
XKiHnoui cratesi opranu*® 10,2% Mr/kT 1,724

10 roguu micns BBeneHHs.
’BinbHa KOHLEHTpaLLis.

*B kinni indysii.

*BHYTpilllHhOBEHHE 3aCTOCYBAHHSA OJHOPa30Boi 1031 400 M.
y

3Bin 3 romms 10 36 roaus michs BBEJICHHS JO3H.

MeTtaGogizm

Giorpancopmauis 1T dazu: 52% sin nepopansHoi 103U y
BHIJIAMI TIIOKYPOHINY i cyasdocnonyk

AXTHBHI MeTaboTiTH

Bincyrhi

Bugeaenus

[lepion HaniBeMBe 1eHHs

npubnu3Ho 12 roaun

Cepenniii 3aransuuii KipeHc

(CUF)

nicns BBenieHHs 400 Mr ctaHoRUTE Bixg 179 10 246 Mn/XB
Hupkoenii kmipeHe cTaHOBHTE pHOIN3HO 24—53 MII/XB Ta
CBII4HTH PO YACTKOBY KaHANbLEBY peabeophiLio
NPENapary 3 HAPOK.

% O3M BUBEACHOI 13 cedero

19 % — mikapcbkuii 3aci6 y HeaMiHeHOMY BUIUIAAI, BAM3LKO
2,5 % — nna cynbdar-merabomnity Ta
0m3bKo 14 % — 1A TIIOKYPOHi - MeTaGoniTy

% 1034 BHBEIEHOT i3 KaJIoM

0un3bKo 25 % — nikapebkuii 3aci6 B He3MiHeHOMY BHIAL,
Onn3pko 36 % — u1a cynbdar-merabonity Ta BincyTHiCTb

BUBEJIEHHA Y BUINIAI [IFOKYPOHIN- MeTaboiTiB
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JliniiinicTn hapmakokineTHKH Jliniiina B pianasoni 50 - 1200 Mr nicns oxHOpa3oBoro
npuiiomy Ta 10 600 mr
1ic/1s 103YBAaHHS OJIHH pa3 Ha 100y npoTsirom 10 auis.

Bsacmonis 3 nikapebkumu 3acobamu
Merabonizytoui depmenTn BincyTHicTs B3aemoii 3 nikapchknumu 3acoGamu, 1o
npoxoasth GioTpaHcdopMmario dazu I

i3 3anyyennaM QepMeHTiE uToxpomy P450
JKonHux 03HaK OKHCHOrO MeTabomizmMy

Hayienmu nimnvozo eixy ma nayicnmu 3 HU3LKOI MAco Ming

VY 310pOBHX 100POBOIIBLIB i3 HU3LKOK MACoI0 Tina (30Kpema y KiHOK) Ta y 310pOBUX HOGPOROMBLUE NiTHLOTO BIKY
CIOCTEepiraii BUILY KOHLIEHTPALLIO [PeNapary B MiasMi KpoBi.

Huproea nedocmamuicnp,

He BusiBlIieHO iCTOTHHX 3MiH (apMaKOKiHETHKH MOKCH(IOKCALIMHY Y IALIEHTIB i3 nopylueHHsM QyHKLii HHPOK
(BKITIOUAKOUN NAUICHTIB 3 KIIPEHCOM KpeaTHHiny > 20 Miv/xs/1,73 M?). OcKinbkH (yHKLs HHPOK 3HIKYEThCH,
KOHUeHTpalis MeTabonity M2 (rmokyponiny) 36iisinyeTbes npubIM3HO B 2,5 pasu (y mauieHTis i3 KIipeHcoM
KpeaTuHiHy < 30 Mn/xe/1,73 M?).

Hopywenns gyuryii neviniu.

Ha nincragi nanux nocnipkens hapMakoKiHeTHKH, AKi NPOBOMIIM 3@ Y4ACTIO MALICHTIE i3 NEYiHKOBOIO
HezocTarHicTio (knacu A, B, C 3a knacudikaricio Yaiinaa — IT'10), HEMOMKIIMBO BU3HAYNTH, Y € PiSHULS TIOPIBHAHO
31 310poBHMH 106poBONbLAMY. TTopymeHHs byHKUii nedinku Oymno nos’si3ane 3 Gimpmoro aicio M1 y nnasmi kposi,
TOJII SK Ais BUXiAHOT NiKapchkoi pe4oBMHH GyJ1a NOPIBHAHHOIO 3 Tick0 Y 310pPOBHX NOOPOBONLILB,

5.3 Mokniniuni nani 3 6e3nexkn

BIUTHE Ha KPOBOTBOPHY CHCTeMy (He3HAYHE 3HHIKEHHS KiIbKOCTi EPUTPOLHUTIB Ta TPOMOOUHTIB) criocTepirages y
11ypiB Ta MaBM. SIK i IpH 3aCTOCYBaHHi iHIIMX XiHONOHIB, reNaTOTOKCHYHICTD (miaBHLIEHHA PIBHA (epMEHTIB NediHKH
Ta BaKyoJbHa JIETpanaunis) Bif3Hauanacs y mypis, MaBn ta cobak. ¥ Mapm bikcyBanu BuNaIKH HEHPOTOKCHYHOCTI
(ypasxenns LIHC, sxe nposnsiocs cynomamu). Brasani ediekTH criocTepiranues TiNBKH Micas NPHHOMY BHUCOKHMX
103 MOKCH(IOKCIHHY 200 Iic/iA I0BrOTPHBANIOTO 3aCTOCYBAHHS npenapary.

Moxkcudnokcaunn, sk i iHmi XiHOIOHH, MOKA3aB reHOTOKCHYHICTH Mim wac TecTie in Vitro 3 OakTepiamu abo
KILTHHAaMH ccaBLiB. OCKiTbKH BKasaHHii ehekT NOACHIOETHCS B3aEMOTICIO 3 GakTepianbHOIO Tipa30o Ta B pasi BULIOT
KOHICHTPALIT — B3aCMOZEr0 3 TonoizoMepasoro Il y KIiTHHAX ccaBIiB, MOXKHA OPHITYCTHTH HASBHICTH MOPOrOBOT
KOHLIEHTpauii 11 reHoTokcuynocTi. ITix yac Tectir in vivo He 0y710 BHABJICHO O3HAK F€HOTOKCHYHOCTI, HE3BAKAIOUH
Ha 3aCTOCYBaHHA BHCOKMX J103 MOKCHGIOKcalmHy. TakuM YHHOM, MpenapaT noka3ae 10CTaTHil MOTEHLian Ge3nexku
1T MIOMHHY NIPH 3aCTOCYBAHHI B TepanerTuuniii nozi. Mokcudnokcaunn ne nmokasas KaHUEPOTeHHOIo eeKTy I
4ac JOCIIKEHH s, AKe MPOBOJMIIM Ha LILypaXx.

€ naui mpo BiACYTHICTH (OTOTOKCHYHMX TAa (GOTOrEHOTOKCHYHHX BIACTHBOCTEll Y MOKcu]IOKcaluHy TpH iioro
TECTYBAHHI B paMKax KOMIIEKCHOT NPOTPAMU T ¥9AC JIOCTI/DKEHR in Vitro Ta in vivo, B TAKHX CAMWY YMORAX
XIHOJIOHH JIEMOHCTPYBAJIH BKa3aHi eekTH.

Y BHCOKMX KOHUEHTPAUIfX MOKCH(IOKCAIMH i€ sk 1HTIGITOp IIBMAKOTO KOMIOHEHTA 3aTPHMKH BUIPAMIISAIOUOTO
Kali€Boro CIpyMy B KapJiOMIOLHTAX, OTKe, MOXE MNPH3BOAMTH [0 MOIOBXKESHHS inteppary QT. Tokcukomoriuui
TOCTIIKEHHS, SKi TIPOBOJMIM Ha cOBAKAX Ta M Yac TKHX Mperapar 3acTOCOBYBANH MEPOPaBHO B 103ax > 90 MI/KT, 110
3a0e3neuyBano KOHLUCHTPALiO > 16 MI/J, BUABIIH 11010BKEHHS inTepsany QT 6e3 apurmiit. OGopoTHyY HeleTanbHy
LUTYHOYKOBY apPHTMIK0 CMIOCTEPIrand TLILKKM MiC/Is BHYTPIIHBOBEHHOrO BREICHHS BHCOKOI KYMYJIATUBHOL [IO3H, sKa
Ounblue Hix y S0 pasis nepeeninyBana 103y, nepenbadeHy /uis moauHH (> 300 Mr/kr), 1o 3abe3nevyBaio KOHUEHTpALIiIO
B IL1a3Mi kpoBi = 200 M1/t (1o 6ibie Hix y 40 pasis NePeBHIILYBANO TEPaNleBTHIHMI PIBEHD).

Binomo, 1o XiHONOHH CHPHYHHAIOTL YpakeHHA XPSlLiB BeTUKUX MapTpoMianbHuX CyrnoGiB y MONOIHX TBApHH.
HatiHik4a nepopanbha /103a MOKCH(IOKCAIIMHY, AKa IIPH3BOIHTH /10 ApTPOTOKCHYHOTO eeKTy Y MOTOAHX cobak, y
HOTHPH PasH NEpeBHIIlyBana MakCHMalbHy PEKOMEHI0BAHY TepaneBTHYHY 103y 400 Mr (nependaveny mns 50 kr
MacH Tilla), po3paxoBaHy Ha MiJACTaBi cniBBiAHOWEHHs 103a/Maca TLia (MI/Kr), i3 KOHLEHTPALIEK B IU1a3Mi KPORi, y
ABA 4M TPH Pa3H BULIOIO 33 KOHUEHTPAl0, nependadyedy B pasi 3acTOCYBAHHS MAKCHMANbHOT TeparneBTHYHOT 103H.

Tecti Ha TOKCHUHICTB, SIKi NPOBOAMIMCA HA LIYPaX Ta MaBNax (moBTOpHE BBEICHHA NMPOTArOM NEPIOLY IO LIECTH
MICALIB), He BUABHIIM PH3UKY /UIA OpraHiB 3opy. Iij1 yac nocnimkeHs Ha cofakax 3acTOCYBAaHHS TUILKH BHCOKHX /103
nepopanbHO (= 60 MI/KT) NPM3BOANIO 10 KOHUEHTpAlil B niasmi KpoBi > 20 MI/n, WO CHpHYMHANO 3MiHH
ENIEKTPOPETHHOIPAMHU TA B OKPEMHX BUnaakax — aTpodilo ciTkiBkm.
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Ilpn Bupuenni BnmMBy MOKCH(UIOKCAIMHY HAa PENpOAyKTHBHY bynkuito TRapuH (LYpH, KPOAHKM Ta MEBITH)
AOBENICHO, 1110 MOKCH(IOKCALMH NPOHUKAC KPi3h ManenTy. Jlocaiaun, mwo MPOBOAMINCE HA TIYpaX (IIpH 32CTOCYBaHHI
MOKCH(IOKCAIMAY NepopaiibHO | BHYTPILIHBOBEHHO) | MaBhax (Mpy 3acTOCYBAaHHI MOKCH(IOKCALMHY epopankHo),
He BUABHIIN TepaToOreHHoi i MokcndIokcauny i iioro BIUIMBY Ha depTunknicTs. TTiIRMIIEHA YacTOTa Baj PO3BUTKY
Xpebuis Ta pebep cnocTepiranacs y IUIONIB KPOJHMKIB, ane jumie Yy n03i (20 Mr/Kr BHYTPIIHBOBEHHO), IO
acoliloBanocs 3 BaxKOK TOKCHYHICTIO 1A Matepi. BusieieHo 3011bIIeHHA KiIbKOCTI BHKMAHIB Y MaBIT i KPOJIB NpU
3aCTOCYBAaHHI MOKCH(IOKCALIMHY Y TepaneBTHUHil 1031 moauun. Y LLYPiB BiA3HAYAN0CA 3MEHILEHHA MacH MIoja,
TOYACTINAHHA BUIIAAKIB BUKUHIB, HEBEHKE 36iMbIICHHA TPHBATOCTI nepiosly RAriTHOCTI 1 30ITRINEHHS CIOHTAHHOT
aKTHBHOCTI TMOTOMCTBA MpH 3acTOCYBaHHI MOKCH(IOKCAUMHY, J03YBaHHS AKOro y 63 pasu TIEPEBHILYBANIO
MaKCHMalbHy PCKOMEHIOBAHY JI03Y IO PO3pAX0BaHa Ha OCHOBI MIVKT i3 KOHLIGHTpALLi€l0 ¥ IJ1a3Mi KpoRi B jianasoi
TEParneBTHYHOT 1031 [JIA JIIOAHHH.

6. DAPMALIEBTUYHI JIAHI
6.1 Tepestik 10NOMIiKHHX peyoBHH

Slnpo rabnetku: HaTpilo KpockapMenosa, riIpOKCHIPOIIIIeoN03a, JIaKT03a, MOHOTIPAT, MarHilo creapart Ta
LE0JI03a MIKPOKpPHCTATIYHA.

IlniBkoBa obosoHKa: FIPOKCHIPONINIMETIILENION03a, OKCH 3a/1i3a YePBOHHIHA, NOJNIETUIEHITTIKOIb, TAIbK
OUMIIEHHH 1 THTAHY JIOKCHI.

6.2 HecymicnicTn

He Buznauena

6.3 Tepmin 30epiranus

60 micsuie: ctpun-ynakosku Alu-Alu
36 micauis: GmicTepni ynakopku Alu-Alu
60 micsuis: GnicrepHa ynakoBka 3 amominiesoi ¢poxsru i [IBX

6.4 OcobauBi 3ax0au o310 36epiranus

3Gepiratu y cyxomy Micui npu Temnepatypi He Bume 30 © C. 3axumaTi Bix CBiTIa. 30epiraTi B OpHTiHANLHIii
YTaKOBL.

6.5 Bua Ta BMicT KoHTeliHepa

AmoMiHiesa OnicTepra ynakoeka Alu-Alu 3 GricTepHoi amominicsol donbru Ta GaicTepHOT HOMBIH XONOLHOTO
tcHeHHA. Kosxnnii Gnictep MicTuTs 5 Tabnertok, no 1 a6o 20 OnicTepiB ynakoBaHi y KapTOHHY YIIaKOBKY Pa3oM i3
JIMCTOM-BKJIATHILICM.

AnmoMiHieBa cTpun-ynakoska Alu-Alu 3 npocToi Ta ApykoBaHOT wiOMiniEBOT Qoubry. Koxuuid crpuu miciurs 5
Tabnerox, no 1 abo 20 cTpuniB yNakoByiOTh Y KAPTOHHY YIAKOBKY Pa3oM i3 JIMCTOM-BKJIAAHILIEM.

AmoMiniesa GnictepHa ynakoBka Alu-Alu 3 6nicteproi amowminiesoi ¢oneru Ta GnicrepHoi donsru XonomHOro
THCHEHHs. Koxkuuii 6ictep micTuts 7 Tabnetok, no 10 GrictepiB ynakosani Y KapTOHHY yIIaKOBKY Pa3oM i3 JTHCTOM-
BKJIIHILIEM.

AJnoMminieBa cTpun-ynakoska Alu-Alu 3 npocroi Ta apykoBaHoi amominieroi toneru. Koxuuii ctpun mMictuts 7
TablIeTok, 1o 10 CTPHINIB YNaKOBYIOTh Y KAPTOHHY YIAKOBKY Pa3oM 3 THCTOM-BKIATHIIEM.

Amowmitiesa OnicTepra ynakoeka Alu-Alu 3 GnicTepHoi amominicsoi donbru Ta GricrepHoi HOTBTH XOJIOAHOTO
THCHeHHA. Koxnuii Gmicrep mictute 10 tabnerok, mo 10 OnicTepis ynakosaHo y KapTOHHY YNakoBKY pasoM i3
JIMCTOM-BKJIAIHIIEM.

AmoMiHieBa cTpun-ynakoska Alu-Alu 3 npoctoi Ta apykosaHoi amoMidiesoi ¢osbru. Koxuuii crpun Mictuts 10
Tab/1eTOK, 10 10 CTPUIIIB YNakoBYIOTL Y KapTOHHY YNaKOBKY PazoM i3 JTMCTOM-BKIaAHIIEM.

brictepHa ynakoeka 3 amominiceoi doneru i [TIBX. Posmip ynakoeku: 10x10 Ta6retok
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6.6 Cnoci6 3acTocysanus, olHopazosa penentypa As girteii

Opaxopasosa peuenTypa ans gireii

Jns uboro norpibui ABi ManeHbki eMHOCTI, NHTHA BOJIa, YaiiHa JioxKa Ta wnpHil 06’ ecmom10 mu aist
NEPOpabHOTO 3aCTOCYBAHHS 3 IpajiyloBaHHAM] M

Iinroroska excTeMnopansHOT pelenTypH.

J1st IpUroTYBaHKA CNil BUKOHATH HACTYITHI KPOKH:

1. Oy Tabnerky 400 Mr cnia po3iM’sTi B HeBenmkii emuocTi 310 M1 NHTHOT BOJIH, 00EPEXKHO
NEPEMILIYIOUH.

2. HeoGxinny nopuito cymimmi (aus. Tabnuimo go3ysanus BHMILLE) CITiT HAOpaTH 3a I0TOMOrOIO TMPHILIA.
3. BunydeHy cymilu ciiizt 3MillaTi 3 1071aTKOBOIO Pifikolo a6o HaniBTBEPOIO ikelo, o6 3aMackyBaTH
TIpKHii CMaK.

4. Cymimm cnig ofpasy AaTH JUTHHI.

5. Byne-sKy HEBUKOpHCTaHY cymill HeobxinHo BHKHHYTH.

7. HIOCTAYAJTBHUK .
Macleods PharmaceuticalsLimited
Atlanta Arcade, 3rd Floor, Church Road, near Leela Hotel,
Andheri-Kurla Road

Andheri (East)

400 059 Mumbai

India

Phone: +91-22-66762800

Fax: +91-22-2821 6599
E-mail:vijay@macleodsPharma.com
mailto:sjadhav@macleodspharma.com

8. PEOEPEHTHHWIA HOMEP (ITPOI PAMA INPEKBAJII®IKAIIIL BOO3)
TB230

9. JATA ITPEKBAJIIPIKALIIT
16 nucronama 2012 p

10. TATA IEPETJISIAY TEKCTY
Jlunens 2021 p.

Hocunannsn:
General reference sources for this SmPC include:
Avelox ® SmPC. Available at: https:/www.medicines.org.uk/emec/medicine/1 1841

Avelox® U.S. Prescribing Information, Available at:
https://www.accessdata.fda.gov/drugsatfda docs/label/2018/021 0855064,021277s0601bl.pdf

Guidelines for the programmatic management of drug-resistant tuberculosis, 2014 update. Available at:
https://apps.who.int/iris/bitstream/handle/10665/130918/9789241 548809 eng.pdf?sequence=1

Quinolones and Fluoroquinolones Art 31 referral; Amendments to relevant sections of the summary of
product characteristics and package leaflets, 2018. Available at
https://www.ema.europa.eu/en/documents/referral/quinolone-fluoroquinolone-article-31 -referral-

annexiii_en.pdf
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Section 4.2: Guidelines for multidrug-and rifampicin-resistant tuberculosis, 2018 update.
Available at

https://www.who.int/tb/publications/2018/WHOQ.201 8.MDRTB.Rx.Guidelines.prefinal text.pdf?
ua=]

Section 4.5

Weiner M et al. Antimicrob Agents Chemother 2007, 51:2861-2866
Nijland HM et al. Clin Infect Dis 2007; 45:1001-1007
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Van Ingen J et al. J Clin Microbiol 2010; 48:2749-2753

Gumbo T Antimicrob Agents Chemother 2010; 54:1484-1491

Von Groll A et al. Antimicrob Agents Chemother 2009; 53:4498-4500
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Yei eb -nocumanns gocrynni 11 6epesna 2019 poky

Hemanvna inghopmayis npo yeir nixapcoxuil 3aci6 posmiwena na eeb-caiimi Bceceimmvoi
opeanizayii oxoponu 300poe s (BOO3):

website: https://extranet.who.int/pqweb/medicines
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